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Abstract:	
	

The	very	nature	of	pharmaceutical	products	implies	the	need	for	their	diligent	

regulation	 under	 the	 law,	 regardless	 of	 the	 jurisdiction	 in	 question,	 in	 order	 to	

alleviate	 the	 possibility	 of	 product	 liability.	 Yet,	 the	 pharmaceutical	 industry	 is	

continuously	exposed	to	the	threat	of	product	 liability	 litigation,	since	it	 is	 in	 itself	

innovative	and	dynamic,	and	is	in	direct	connection	with	the	health	of	human	beings,	

carrying	 an	 inherent	 risk.	 That	 having	 said	 it	 is	 more	 than	 likely	 that	 a	 certain	

pharmaceutical	product	manufactured	in	an	EU	country	can	have	an	effect	in	other	

EU	and	non-EU	countries	alike.	In	this	research	the	basic	regulatory	tools	of	the	EU	

will	be	presented	in	the	context	of	pharmaceutical	law.	The	main	aim	of	the	research	

will	be	to	examine	if	the	current	state	of	the	laws	in	Europe	satisfies	the	objective	of	

providing	safe	and	effective	medicines	for	patients,	promoting	their	overall	health,	

whilst	 minimizing	 risks	 of	 consumption.	 An	 inevitable	 component	 of	 this	 will	

nevertheless	 be	 regulation	 of	 the	 safety	 of	 medicines	 through	 the	 European	

pharmacovigilance	 system	and	 reporting	 adverse	drug	 reactions	 (ADR’s).	 Thus,	 in	

this	thesis	I	have	made	a	comparative	study	of	the	reporting	system	in	various	EU	

states	to	analyze	the	level	of	harmonization	of	their	laws	and	regulations	in	this	area.	

Furthermore,	the	medical	product	liability	schemes	will	be	analyzed	in	different	EU	

Member	states	and	a	comparison	will	be	made	from	the	latter.	Finally,	the	notion	of	

development	 risk	 defense	 that	 pharmaceutical	 companies	 usually	 evoke	 will	 be	

considered.	The	results	will	be	based	on	a	previous	discussion	on	the	retrospective	

and	 comparative	 analysis	 of	 case	 studies	 from	 the	 domain	 of	 EU	 law,	 and	 similar	

national	 laws	of	countries	 in	Europe	with	regards	 to	product	 liability	 litigation	 for	

pharmaceutical	products.	The	results	would	be	that	with	the	recent	evolvement	and	

amendments	in	the	law	of	pharmaceuticals	in	Europe	grater	power	has	been	given	to	

consumers	both	from	the	aspect	of	receiving	adequate	information,	protection	and	

access	 to	 safe	medicines.	 Despite	 the	 fact	 that	 big	 pharmaceutical	 companies	 are	

already	 bound	 by	 soft	 law	 rules	 of	 regulatory	 agencies,	 and	 have	 per	 se	 product	

liability	limitations	imposed	by	informing	consumers,	the	research	will	suggest	that	

with	recent	progress	in	this	domain	of	the	law	an	even	greater	precaution	has	been	

imposed	 on	 pharmaceutical	 companies	 in	 manufacturing	 their	 products,	 by	



6 
 

strengthening	 the	 legal	 framework	 for	 protecting	 consumers	 within	 the	 various	

countries	 in	 Europe.	 In	 that	 respect	 the	work	 of	 the	 EMA,	 the	 Spanish	 Agency	 of	

Medicines	and	Medical	Devices	 (AEMPS),	 the	French	Agency	of	Medicines	 (ANSM)	

and	 similar	 regulatory	 agencies	 will	 be	 put	 forward,	 as	 well	 as	 the	 theoretical	

question	of	pros	and	cons	of	 too	much	 regulation	 in	 the	pharmaceutical	 sector,	 in	

terms	of	promoting	public	health.	
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I.	Introduction:	
	

The	invention	of	medicines	is	truly	one	of	the	greatest	and	most	useful	ones,	

taken	 that	 over	 the	 history	 they	 have	 treated	 some	of	 the	 biggest	 life-threatening	

diseases	 thanks	 to	 which	 nowadays	 they	 are	 either	 nonexistent	 or	 don’t	 look	 so	

horrifying	anymore.	 If	we	take	 into	account	 the	raised	 life	expectancy	of	people	 in	

general	over	the	years	and	especially	consider	the	invention	of	the	penicillin,	other	

antibiotics,	vaccinations	such	as	the	one	against	polio	and	tuberculosis,	we	will	see	

the	impact	of	medicines	on	human	life.	1		

The	very	 term	pharmaceutical	 in	 its	widest	 sense	means:	 “a	 substance	or	a	

complex	 of	 substances	 which	 is	 administered	 to	 man	 or	 to	 animals	 in	 order	 to	

prevent,	 diagnose,	 alleviate	 or	 cure	 a	 disease,	 to	 relieve	 a	 symptom,	 or	 to	modify	

bodily	function	in	some	way.”2		

	 When	it	comes	to	pharmaceuticals	one	cannot	help	but	wonder	if	they	are	safe,	

useful	and	available	for	each	patient.	It	is	a	well-established	fact	that	a	medicine	could	

be	very	beneficial	and	save	lives	on	one	hand,	but	also	on	the	other	cause	serious	side	

effects	 for	 some.	 This	 is	 where	 apart	 from	 the	 broad	 knowledge	 and	 wisdom	 of	

scientist,	academia	and	pharmaceutical	companies	on	one	hand,	the	joint	work	of	law	

makers	is	needed	in	order	to	regulate	the	pharmaceutical	field	for	societies’	benefit.	

This	would	mean	basically	including	the	health	benefit	factor,	social	factor	of	doing	

public	 good	 and	 individual	 good	 by	 curing	 various	 illnesses,	 whilst	 having	 an	

economic	 sense	 for	 pertaining	 the	 pharmaceutical	 companies’	 interest	 in	 doing	

research	and	development.	At	this	point	I	would	like	to	emphasize	the	importance	of	

pharmaceutical	regulation	with	all	of	its	features	that	are	to	be	thoroughly	discussed	

in	this	paper	for	the	territory	of	the	EU.	

	
	
	 	

 
1Jackson,	E.	(2013).	Medical	law:	text,	cases,	and	materials	(3rd	ed.,	p.507).	Oxford,	United	Kingdom:	
Oxford	University	Press.	
2Dukes,	M.	N.G.	(2006).	The	law	and	ethics	of	the	pharmaceutical	industry.	(1st	ed.,	p.3).	Amsterdam:	
Elsevier.	
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I.1.	Historical	background	of	pharmaceutical	law	
	

Medicines	are	thought	to	trace	back	to	humanity	itself3,	and	the	way	they	have	

been	regulated	has	drastically	changed	and	evolved	through	the	years.	In	the	distant	

past	pharmaceuticals	were	formed	mainly	by	a	mixture	of	herbs	or	derivates	of	the	

latter,	 and	 rarely	 from	products	 from	animal	or	mineral	nature.	 It	was	 a	 common	

practice	that	learned	country	people	such	as	healers	used	these	herbs	in	traditional	

medicine	for	curing	diseases	and	were	thought	to	have	a	certain	‘secret	knowledge’	

of	the	use	of	these	plants	and	connection	to	particular	illnesses.	People	in	the	past	

were	 not	 fully	 aware	 of	 the	 power	 of	 plants	 and	 that	 many	 contain	 atropine	

substances	 that	 can	 in	 effect	 serve	 as	 sedatives,	 hallucinogens,	 anti-diarrheal	

properties	and	much	more.		

One	 of	 the	 first	 evidences	 of	 this	 has	 indeed	 been	 the	 discovery	 of	 the	

compound	named	“Mithridatium”	by	King	Mithridates	VI,	King	of	Pontus,	in	year	120	

BC,	 that	was	 said	 to	 be	 composed	 of	 about	 41	 components	 and	was	 considered	 a	

medicine	for	most	illnesses	until	the	end	of	the	18th	century.	The	first	manufacturing	

and	regulation	of	this	drug,	together	with	some	others	occurred	in	England,	in	year	

1540,	when	they	were	exposed	to	regulation	under	the	Apothecaries	Wares,	Drugs	

and	 Stuffs	 Act.	 This	 statutory	 instrument	 was	 one	 of	 the	 first	 in	 English	 history	

relating	 to	 the	 regulation	 of	 pharmaceuticals	 and	 had	 in	 its	 executor	 tools	 the	

selection	of	examiners,	better	known	as	inspectors	of	“Apothecary	Wares,	Drugs	and	

Stuffs”.		From	a	regulatory	point	of	view	this	might	be	the	first	in	this	sector	to	include	

inspections.	In	addition	to	this	by	the	enactment	of	the	Royal	Charter	in	England	on	

December	 the	 6th,	 1617	 the	 ‘Worshipful	 Society	 of	 Apothecaries	 of	 London’	 was	

established.	It	was	this	society	that	was	among	the	first	in	history	to	set	up	a	chemical	

laboratory	for	production	and	testing	of	medicines	and	chemicals	mostly	made	up	of	

minerals.	 They	 further	 supplied	 their	 medicines	 to	 the	 apothecaries	 and	 are	 an	

example	of	 the	early	 functioning	of	 the	pharmaceutical	 industry.	The	 society	 even	

grew	its’	own	herb	gardens	intended	for	exclusive	supply	medicines	for	the	British	

 
3	Van	Boxtel,	C.	J.,	Santoso,	B.,	&	Edwards,	I.	R.	(Eds.).	(2008).	Drug	Benefits	and	Risks:	International	
Textbook	of	Clinical	Pharmacology	(2nd	ed.,	p.65).	IOS	Press.		
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Army.		

Parallel	to	this	the	early	pharmaceutical	practices	and	innovation	were	set	in	

other	 European	 countries	 such	 as	 France	 and	Germany.	An	 example	 of	 this	 is	 the	

revolutionary	work	of	one	of	the	most	famous	experimental	physiologists	François	

Magendie	best	known	for	 the	 introduction	of	animal	experimentation	to	medicine,	

setting	physiological	protocols	and	later	testing	laboratory	results	on	patients.	4	Thus,	

he	 integrated	 and	 put	 in	medical	 use	morphine,	 strychnine,	 brucine,	 quinine	 and	

other	substances	which	were	subsequently	received	a	published	description.	Another	

remarkable	 innovation	 was	 the	 use	 of	 the	 synthetically	 originated	 compounds	 to	

medicine.	 Part	 of	 their	 great	 discoveries	 of	 the	 time	 were	 the	 antipyretic	 agent	

antipyrine	(similar	 to	 today’s	paracetamol),	and	the	narcotic	paraldehyde	 in	1884,	

sulphonal	in	1888	as	a	soporific,	followed	by	the	great	discoveries	in	the	beginning	of	

the	XX	century	such	as	arsphenamine	used	as	a	medicine	in	the	treatment	of	syphilis,	

other	drugs	used	 in	anti-infective	chemotherapeutic	 treatment,	 finally	 culminating	

with	 the	 invention	of	penicillin	 together	with	various	different	kinds	of	antibiotics	

detected	 later	 on.	 One	 can	 imagine	 that	 with	 these	 discoveries	 the	 era	 of	

pharmaceutical	research	had	begun	by	using	the	industrial	and	technological	bloom	

at	the	time	for	public	interest.		

But	despite	the	miraculous	and	lifesaving	effects	of	medicines	at	the	time,	one	

cannot	help	but	ask	the	questions	were	the	medicines	safe,	were	they	useful	and	what	

could	happen	if	certain	side	effects	occurred?	These	are	pivotal	questions	that	lay	at	

the	heart	of	pharmaceutical	law	and	legislation	even	today	and	one	of	the	core	issues	

explored	in	this	thesis.	

In	 that	 sense	 it	 is	worth	mentioning	 the	book	Pharmacopeias,	which	 is	 the	

official	book	for	setting	standards	in	medicines’	quality.	One	of	the	first	evidence	of	

this	 practice	 came	 from	 Fredrick	 II	 of	 Sicily	 in	 year	 1240	 when	 he	 issued	 the	

declarations	of	the	so-called	‘Salerno	Medical	Edict’.	He	was	known	to	have	ordered	

‘Apothecaries’	 to	 prepare	 remedies	 always	 in	 a	 unified	 manner	 “forma	 curiae”.		

 
4	Stahnisch,	F.	W.	(2009).	François	Magendie	(1783–1855).	Journal	of	Neurology,	256(11),	1950–
1952.	https://doi.org/10.1007/s00415-009-5291-3	
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Officially	 though	 one	 of	 the	 first	 known	 Pharmacopoeias	 had	 appeared	 in	 Europe	

around	the	16th	century	in	Spain-	the	first	Spanish	Pharmacopoeia,	which	had	been	

issued	in	year	1581.	Also	in	England,	the	London	Pharmacopoeia	had	appeared	a	bit	

later	in	1618,	whilst	the	national	French	Pharmacopoeia	had	been	issued	in	1818.		

With	 the	 rapid	 progress	 of	 society	 and	 especially	 in	 the	 fields	 of	 science,	

chemistry,	 pharmacology	 and	 pharmacy,	 the	 need	 for	 regulation	 of	 medicines	

increased	by	and	large.	It	is	well	known	that	even	nowadays	pharmaceuticals	carry	

an	inherent	risk,	and	this	is	even	more	so	true	with	the	innovative	products	before	

they	have	been	placed	on	the	markets	for	consumers’	disposal.	In	the	very	beginnings	

of	 the	 contemporary	 research	 and	 development	 of	 medicines,	 both	 benefits	 and	

dangerous	consequences	were	felt.	Thus	in	the	beginning	of	the	XX	century	a	series	

of	catastrophic	events	occurred	in	the	US	and	Europe,	which	initiated	greater	caution	

and	 in	 the	 laboratory	 practice	 and	 mostly	 much	 stricter	 regulation	 of	

pharmaceuticals.	

	One	of	 the	most	 evident	 examples	 of	 these	would	be	 the	diethylene	 glycol	

poisoning	 in	 the	US	and	the	so	called	 ‘thalidomide	disaster’	 in	Europe.	The	 first	of	

these	disastrous	events	had	occurred	in	year	1937	when	around	one	hundred	people	

had	died	as	an	effect	of	direct	poisoning	of	diethylene	glycol,	which	had	been	used	as	

a	compound	in	the	sulfanilamide	elixir,	a	medicine	used	to	cure	various	conditions	

such	as	gonorrhea,	sore	throat,	etc.,	but	without	the	appropriate	safety	testing.	This	

unwanted	event	had	led	to	much	stricter	cautions	and	direct	involvement	of	the	FDA	

in	 the	 regulatory	 and	 inspection	 process	 through	 the	 introduction	 of	 the	 Federal	

Food,	Drug	and	Cosmetic	Act.5	

The	 second,	 and	 indeed	 the	 greatest	 disasters	 of	 all	 from	 the	 domain	 of	

medicines’	liability	cases,	that	led	to	a	unified	regulation	in	Europe,	is	the	thalidomide	

disaster.	Thalidomide	had	been	developed	 in	West	Germany	by	the	manufacturers	

‘Chemie	Grunenthal’	as	a	form	of	sedative,	and	was	also	subsequently	sold	under	their	

license	by	 the	British	 company	Distillers	 in	 the	UK	and	Europe.	The	medicine	had	

allegedly	 been	 marketed	 as	 a	 safer	 version	 of	 sedatives	 that	 was	 suitable	 for	

 
5	United	States	Code:	Federal	Food,	Drug,	and	Cosmetic	Act,	21	U.S.C.	§§	301-392	(Suppl.	5	1934).	
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consumption	by	pregnant	women	and	nursing	mothers,	but	in	fact	turned	out	to	cause	

great	fetal	deformity	of	all	of	the	unborn	children	whose	mothers	used	it.6	The	result	

was	that	the	medicine	had	been	sold	in	more	than	46	counties,	and	affected	around	

10.000	children	who	suffered	from	the	same	symptoms	namely	phocomelia	(flipper	

limbs)	 and	 other	 deformities	 alike.	 At	 the	 end	 the	 dispute	 between	 the	 company	

Distillers	and	the	affected	parents	had	been	settled	out	of	court	with	a	settlement	of	

providing	compensation	for	the	damage	caused.		However,	this	case	had	an	enormous	

impact	on	the	shaping	of	regulatory	systems	of	pharmaceuticals	in	the	UK	and	Europe.		

Following	these	unwanted	events,	it	was	only	natural	that	the	whole	concept	

of	 the	 pharmaceutical	 regulatory	 systems	 had	 become	 more	 stringent	 and	 fully	

reshaped.	Consequently,	as	aforementioned	in	1962	in	the	US	‘The	Drug	Amendments	

Act’	was	passed,	giving	full	power	of	the	FDA	to	approve	drug	applications	with	the	

requirement	on	the	manufacturers	to	prove	its	efficiency	and	safety,	and	inserted	the	

standards	 of	 Good	 Manufacturing	 Practices,	 nowadays	 well	 known	 to	 the	

pharmaceutical	industry	prior	to	registration	of	new	medicines.	Parallel	to	this	and	

following	 the	 thalidomide	 tragedy,	 stricter	 regulatory	 tools	 were	 introduced	 in	

Europe	too.	Thus	in	the	UK,	in	1963	the	Committee	on	the	Safety	of	Drugs	was	formed,	

and	 on	 the	 26	 January	 1965	 the	 EU	 Council	 Directive	 “on	 the	 approximation	 of	

provisions	 laid	 down	 by	 law,	 regulation	 or	 administrative	 action	 relating	 to	

proprietary	medicinal	products”	was	adopted.	7	

When	considering	 the	history	of	regulatory	 instruments	of	pharmaceuticals	

within	the	EU,	there	can	be	several	phases	distinguished	in	this	process:	setting	of	EU	

Community	rules	 for	regulation	of	medicines	starting	from	the	 initial	 legislation	 in	

1965,	introduction	of	the	multiple	states	marketing	authorization	in	1975	applicable	

to	all	Member	States,	the	Single	European	Act	of	1986	addressing	competition	issues,	

and	setting	a	European	Community	licensing	Agency	in	1995.	8	Nonetheless	in	terms	

 
6	Brazier,	M.,	&	Cave,	E.	(2007).	Medicine,	patients,	and	the	law	(4th	ed.	p.242).	London:	Penguin	
Books	
	
7	Council	Directive	65/65/EEC	of	26	January	1965	on	the	approximation	of	provisions	laid	down	by	
Law,	Regulation	or	Administrative	Action	relating	to	proprietary	medicinal	products,	Source:	
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31965L0065:EN:HTML		
8	Permanand,	G.	(2006).	EU	Pharmaceutical	Regulation:	The	politics	of	policy-making	(1st	ed.,	p.48).	
Manchester	and	New	York,	United	Kingdom	and	United	States:	Manchester	University	Press.	
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of	 defining	 the	 concepts	 of	 product	 liability	with	 a	 view	 of	 establishing	medicinal	

product	liability	the	enactment	of	the	Product	Liability	Directive	9is	pertinent,	that	is	

still	valid	nowadays.		

Thus,	 the	very	harmonization	process	 in	the	Community	did	not	go	hand	in	

hand	with	the	enactment	of	the	1965	legislation,	but	rather	evolved	slowly	in	about	

ten	years.	Further	to	this	in	1975	two	additional	Council	Directives	had	been	brought	

relating	 to	 the	 testing	 of	 proprietary	 medicinal	 products	 and	 the	 analytical,	

pharmaco-toxicological	and	clinical	standards10	to	that	effect,	as	well	as	another	one	

relating	 to	 “the	 approximation	 of	 provisions	 laid	 down	 by	 law,	 regulation	 or	

administrative	action	relating	to	proprietary	medicinal	products”11		Thanks	to	these	

procedures	the	concept	of	a	unified	procedure	of	mutual	recognition	was	introduced,	

and	a	 special	Committee	on	Proprietary	Medicinal	Products	had	been	established,	

which	had	mainly	an	advisory	function.	The	future	directives	traced	the	path	towards	

creating	 a	 common	 market	 for	 medicines	 within	 the	 EU,	 through	 the	 so-called	

centralized	procedure.12		

One	 of	 the	 most	 important	 regulatory	 steps	 in	 the	 domain	 of	 EU	

pharmaceutical	 law,	 was	 the	 enactment	 of	 the	 Council	 Regulation	 of	 1993	 which	

founded	and	gave	power	to	the	European	Medicines	Agency,	the	then	called	European	

Medicines	Evaluation	Agency,	 and	which	 set	 the	procedures	 for	 authorization	and	

supervision	of	medicinal	products	within	 the	European	Community.	13	The	EMA	 is	

 
9	Council	Directive	85/374/EEC	of	25	July	1985	on	the	approximation	of	the	laws,	regulations	and	
administrative	provisions	of	the	Member	States	concerning	liability	for	defective	products,	OJ	L	210,	
7.8.1985;	Source:	https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A31985L0374		
10	Council	Directive	75/318/EEC	of	20	May	1975	on	the	approximation	of	the	laws	of	Member	States	
relating	to	analytical,	pharmaco-toxicological	and	clinical	standards	and	protocols	in	respect	of	the	
testing	of	proprietary	medicinal	products;	Source:	http://eur-lex.europa.eu/legal-
content/en/ALL/?uri=CELEX:31975L0318	
11	SECOND	COUNCIL	DIRECTIVE	of	20	May	1975	on	the	approximation	of	provisions	laid	down	by	
law,	regulation	or	administrative	action	relating	to	proprietary	medicinal	products	(75/319/EEC);	
Source:	http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:31975L0319		
12	Council	Directive	87/22/EEC	of	22	December	1986	on	the	approximation	of	national	measures	
relating	to	the	placing	on	the	market	of	high-technology	medicinal	products,	particularly	those	
derived	from	biotechnology;	Source:	http://eur-lex.europa.eu/legal-
content/EN/TXT/?uri=CELEX%3A31987L0022		
13	Council	Regulation	(EEC)	No	2309/93	of	22	July,	Amended	by	Council	Regulation	(EC)	No	
1647/2003	of	18	June	2003	amending	Regulation	(EEC)	No	2309/93	laying	down	Community	
procedures	for	the	authorization	and	supervision	of	medicinal	products	for	human	and	veterinary	
use	and	establishing	a	European	Agency	for	the	evaluation	of	Medicinal	Products;	Source:	http://eur-
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nowadays	one	of	the	central	organs	within	the	EU	that	ensures	that	medicines	in	EU	

have	the	proper	authorization	before	being	placed	on	the	market,	and	thus	ensures	

the	quality,	safety	and	efficacy	of	medicines	within	the	Union.14	

Although	 this	 research	 paper	 will	 focus	 on	 the	 European	 Regulations	 on	

pharmaceuticals,	 it	 must	 be	 noted	 that	 within	 the	 reality	 of	 the	 pharmaceutical	

market,	and	research	and	development	sector	of	this	industry,	international	exposure	

and	 collaboration	 is	 an	 indispensable	 element.	 This	 is	 so	 primarily	 because	 of	

globalization,	 and	 the	 fact	 that	 the	pharmaceutical	 industry	 like	 almost	 any	other,	

deals	with	various	consumers	both	on	its	manufacturing	territory,	and	abroad,	hence	

export	and	 import	are	widely	spread.	Secondly	 from	the	aspect	of	consumers,	and	

potential	patients	or	users	of	a	certain	medicine,	they	would	be	willing	to	go	by	and	

far	 just	 to	 find	 and	 obtain	 the	 cure	 for	 a	 particular	 disease,	 or	 in	 the	 event	 of	 an	

existing	alternative	medicine	find	the	one	with	less	side	effects	than	the	one	available	

in	 their	 jurisdiction.	 That	 having	 said,	 it	 is	 not	 rare	 that	 consumers	 could	 go	 and	

purchase	a	medicine	 in	one	country,	and	 feel	 the	effects	 in	 their	home	country.	 In	

those	cases,	it	is	mostly	the	rules	of	tort	in	private	international	law,	that	allow	the	

affected	party	to	seek	compensation	from	the	liable	manufacturer,	either	where	the	

manufacturer	is	settled,	or	the	defendant	himself.		

Hence	on	a	global	level	the	need	had	arose	for	harmonization	on	some	of	the	

general	 standards	 for	 technical	 quality	 and	 manufacturing	 and	 safety	 of	 new	

innovative	products,	leading	to	the	first	International	Conference	of	Drug	Regulatory	

Authorities	in	organization	by	the	World	Health	Organization	in	Paris,	1989,	now	held	

once	in	two	years.15	This	Conference	had	brought	harmonization	of	standards	in	the	

development	of	new	medicines,	unified	standards	and	guidelines	that	today	are	used	

by	 many	 pharmaceutical	 companies	 worldwide,	 in	 addition	 to	 their	 nation	

legislations.	 Thus	 the	 most	 important	 standards	 for	 development,	 research	 and	

 
lex.europa.eu/legal-content/en/TXT/?uri=CELEX:32003R1647		
14	European	Medicines	Agency.	(2016).	‘The	European	regulatory	system	for	medicines	-A	consistent	
approach	to	medicines	regulation	across	the	European	Union’	(No.	716925).	
https://www.ema.europa.eu/en/documents/leaflet/european-regulatory-system-medicines-
european-medicines-agency-consistent-approach-medicines_en.pdf	
		
15World	Health	Organization.	(2020).	International	Conference	of	Drug	Regulatory	Authorities.	
https://www.who.int/medicines/areas/quality_safety/regulation_legislation/icdra/en/		
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regulation	 in	 the	 pharmaceutical	 sector	 on	 a	 global	 level	 are	 the	 so	 called	 ICH	

Standards	 set	 by	 The	 International	 Council	 for	 Harmonization	 of	 Technical	

Requirements	for	Pharmaceuticals	for	Human	Use	16	This	Council	has	the	EU,	US	and	

Japan	 as	 its	 founding	members	 but	 also	 includes	 other	 regulatory	members	 from	

Canada,	Switzerland,	standing	observing	members	from	the	WHO,	The	International	

Federation	of	Pharmaceutical	Manufacturers	 and	Associations	 (IFPMA),	 and	many	

other	observer	countries	and	regulatory	agencies	from	all	over	the	world.17	The	sole	

purpose	 of	 this	 organization	 is	 to	 join	 the	 pharmaceutical	 industry	 with	 the	

regulatory	 body	 and	 provide	 unified	 standards	 for	 scientific	 and	 technical	

development	 of	 new	medicines,	 thereby	 ensuring	 their	 safety	 and	 efficiency	 to	 all	

consumers.	 Nonetheless,	 the	 World	 Health	 Organization	 helps	 and	 supports	 the	

coordination	process	and	safety	standards	 in	the	pharmaceutical	regulatory	sector	

internationally.		

One	thing	is	certain	though-	the	very	nature	of	the	pharmaceutical	products	

implies	the	need	for	diligent	regulation	and	control,	since	they	all	carry	a	certain	risk.	

Another	important	factor	from	a	legal	perspective	is	that	medicines	are	not	regular	

consumer	products,	and	from	the	aspect	of	determining	liability	and	thus	acquiring	

adequate	information	mostly	consumers	are	not	‘competent’	to	make	the	decision	as	

to	which	medicine	they	need	to	use,	at	what	instances,	and	to	weigh	the	potential	risk	

and	benefits	of	its	consumption.	An	important	part	of	establishing	medicinal	product	

liability	in	this	research	would	thus	be	the	notions	of	adequate	patient	information,	

good	 prescribing	 practices	 and	 the	 doctor	 patient	 relationship	 from	 the	 aspect	 of	

receiving	 the	 right	 advices	 about	medicine’s	 consumption.	Thus,	 it	 is	 the	patient’s	

duty	to	seek	advice	from	licensed	pharmacists	and	healthcare	professionals	before	

making	 such	 decisions.	 It	 is	 an	 ironical	 fact	 that	 despite	 this,	 even	 licensed	

professionals	 in	 the	 field	 such	 as	 physicians	 and	 pharmacists	 do	 not	 have	 the	

“capacity	to	take	informed	decisions	about	all	aspects	of	medicines	without	special	

 
16	The	International	Council	for	Harmonisation	of	Technical	Requirements	for	Pharmaceuticals	for	
Human	Use.	ICH	Guidelines.	http://www.ich.org/products/guidelines.html				
17	The	International	Council	for	Harmonisation	of	Technical	Requirements	for	Pharmaceuticals	for	
Human	Use.	http://www.ich.org/about/membership.html		
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training	 and	 access	 to	 necessary	 information.” 18 	A	 great	 part	 of	 the	 safety	 of	

pharmaceutical	products	lies	in	the	production,	distribution	and	control	of	medicines	

within	the	pharmaceutical	companies.	From	a	medical	perspective,	the	only	branch	

considered	having	the	most	thorough	understanding	in	the	functioning	and	safety	of	

medicines	in	the	human	body	is	clinical	pharmacology,	but	in	practice	not	all	patients	

but	merely	 a	 few	 end	 up	 consulting	 pharmacologists	 for	 the	 risks	 and	 benefits	 of	

medicines	 consumption	 for	 a	 certain	 condition.	From	 the	 aspect	of	producers,	 the	

notions	 of	 good	 laboratory	 practice,	 good	 pharmacovigilance	 practice	 and	 good	

manufacturing	 practice	 will	 be	 observed.	 Hence	 it	 will	 be	 seen	 how	 thorough	

knowledge	of	pharmacology	in	the	health	system	of	a	country	can	have	a	significant	

impact	on	better	pharmacovigilance	practices,	thus	leading	to	increased	drug	safety.	

From	 all	 of	 the	 aforementioned	 it	 can	 be	 deducted	 that	 it	 is	 of	 immense	

importance	that	pharmaceutical	products	are	duly	regulated	both	on	a	national	and	

international	level.	The	regulation	of	pharmaceuticals	has	its	objective	of	providing	

efficient	and	effective	access	to	medicines	of	 the	public,	and	promoting	the	overall	

health.	 This	 is	 a	 particularly	 peculiar	 sector	 of	 society	 since	 the	 regulation	 of	

pharmaceuticals	 involves	 several	 ‘players’,	 and	 inevitably	 the	 government	 of	 each	

country.	 In	 this	 sense	 the	 governments	 bear	 the	 responsibility	 of	 protecting	 their	

citizens	in	areas	such	as	this	one,	where	they	couldn’t	do	so	themselves.	In	performing	

this	 task,	 they	need	 to	maintain	balance	among	 the	 contrasting	objectives	 such	as	

protecting	and	improving	public	health,	assuring	patient	access	to	safe	and	effective	

medicines,	 but	 at	 the	 same	 time	 having	 in	 mind	 the	 inevitable	 limitations	 of	 the	

national	 budget.	 One	 of	 the	 prime	 objectives	 of	 each	 government	 remain	 to	 be	

ensuring	equity	and	efficiency,	in	the	sense	of	making	the	best	use	of	the	disposable	

resources	in	order	to	increase	overall	public	health	and	meeting	patient’s	needs.19	An	

inevitable	 component	 of	 this	 research	 will	 also	 be	 conducting	 proper	

 
18	Van	Boxtel,	C.	J.,	Santoso,	B.,	&	Edwards,	I.	R.	(Eds.).	(2008).	Drug	Benefits	and	Risks:	International	
Textbook	of	Clinical	Pharmacology	(2nd	ed.,	p.66-67).	IOS	Press.		
19	European	Observatory	on	Health	Systems	and	Policies.	(2004).	Regulating	pharmaceuticals	in	
Europe:	striving	for	efficiency,	equity	and	quality	(F.	J,	M.	McKee,	E.	Mossialos,	&	R.	B.	Saltman,	Eds.).	
Open	University	Press.	https://www.euro.who.int/__data/assets/pdf_file/0008/98432/E83015.pdf	
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pharmacovigilance	practices	within	the	national	 frameworks	of	different	countries	

across	the	EU	and	its	relation	to	increasing	public	health.		

	 Another	 important	 concept	 in	 this	 research	 would	 be	 the	 concept	 of	

innovation,	in	the	context	of	pros	and	cons	of	putting	too	much	regulation	and	‘strains	

on	the	pharmaceutical	industry	and	examining	if	it	inhibits	research	and	development	

of	new	medicines.	It	is	a	well-known	fact	that	for	a	new	medicine	to	come	up	in	the	

market,	a	lot	of	research	and	testing	on	its	safety	needs	to	be	conducted,	and	always	

with	innovative	products	there	is	the	possibility	that	a	certain	risk	can	be	unforeseen	

even	after	it	has	been	placed	on	the	market	for	consumers	use.	Indeed,	the	functions	

of	 the	 human	 body	 are	 so	 peculiar	 and	 unique	 in	 some	 respect,	 that	 a	 perfectly	

effective	 and	 efficient	 medicine,	 that	 cures	 a	 certain	 condition	 in	 99,	 9%	 of	 its	

consumers	 can	 be	 fatal	 for	 0,	 1%	 of	 the	 users. 20 	Legally	 this	 is	 the	 concept	 of	

development	 risk	 defense	 that	 producers	 usually	 evoke.	 The	 practices	 in	 most	

European	countries	such	as	Spain	and	France	are	that	in	cases	of	medicinal	products	

that	 cause	 death	 or	 threaten	 the	 health	 and	 safety	 of	 persons,	 this	 defense	 is	 not	

possible	such	as	the	technological	developments	and	innovation	defenses	in	cases	of	

other	products.	In	countries	where	this	defense	exists,	still	the	manufacturer	bears	

the	 burden	 of	 proof.	 Although	 it	 is	 difficult	 from	 the	 aspect	 of	 pharmaceutical	

companies	to	prove	this	beyond	reasonable	doubt,	in	practice	establishing	proof	of	

damage	 caused	 by	 a	 drug	 related	 injury	 is	 also	 not	 that	 easy	 for	 consumers	 too.	

Namely,	from	the	aspect	of	patients	that	suffer	from	a	certain	medical	condition	and	

taking	into	account	the	fact	that	they	have	undergone	various	medical	examinations,	

and	have	been	prescribed	different	medicines	by	either	their	doctors	of	pharmacists,	

it	is	very	difficult	to	prove	that	the	unwanted	event	had	been	caused	by	the	exact	drug.	

Also,	 it	must	 be	 borne	 in	mind	 that	most	 producers	 have	 duly	 notified	 about	 the	

possible	 side	 effects	 and	 inherent	 risks	 of	 consumption	 within	 the	 Patient	

Information	leaflet	in	the	medicine’s	box,	as	it	is	a	strict	legal	requirement	to	do	so.	

Also,	opening	the	court	system	for	every	adverse	effect	felt	by	individual	consumers	

would	be	contrary	to	consumers	interests	and	public	health	in	the	long	run,	as	they	

 
20	Brazier,	M.,	&	Cave,	E.	(2007).	Medicine,	patients,	and	the	law	(4th	ed.	p.244).	London:	Penguin	
Books,		
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would	be	rejected	the	benefit	of	being	able	to	receive	new	medicinal	products	that	

could	better	 their	conditions.	 If	 the	 legal	systems	 in	Europe	were	 to	put	 too	much	

pressure	and	threat	of	 litigation	on	the	pharmaceutical	companies,	the	Community	

would	be	lacking	behind	the	other	countries	in	the	world.21	Yet	arguments	that	too	

much	 regulation	 in	 the	 pharmaceutical	 industry	 could	 hinder	 research	 and	

innovation	 still	 persist. 22 	The	 fact	 is	 that	 the	 pharmaceutical	 industry	 already	

functions	under	high	standards	of	its	products	safety,	and	is	right	in	some	way	to	ask	

for	a	 fair	balance	between	consumers’	 and	producers’	needs.	When	 looking	at	 the	

recent	developments	 in	EU	 law	 in	 this	 area,	 it	 is	 easy	 to	 conclude	 that	 consumers	

enjoy	greater	protection.	As	innovation	is	a	crucial	component	of	the	very	purpose	of	

existence	of	the	pharmaceutical	industry,	and	inevitable	part	of	the	enactment	of	laws	

for	that	matter,	it	will	also	be	examined	in	this	paper.		

	

	I.2.	Jurisdiction		
	

	 From	the	aspect	of	jurisdictional	limitations,	it	is	worth	mentioning	that	this	

research	paper	will	focus	on	the	territory	of	Europe,	thus	encompassing	the	relevant	

EU	regulations	and	directives,	but	also	the	separate	Member’s	states	civil	codes,	laws,	

regulations	 and	 legal	 practices.	 In	 particular	 the	 legal	 systems	 of	 Spain,	 France,	

Germany,	 Poland,	 and	 the	 Nordic	 countries	 will	 be	 thoroughly	 analyzed	 for	 the	

purposes	of	deducting	a	comparison	among	various	EU	jurisdictions	 in	the	subject	

matter.	As	this	research	had	been	commenced	prior	to	the	BREXIT	and	many	of	the	

case	laws	are	still	applicable	also	the	relevant	UK	legal	acts,	laws,	and	cases	will	be	

included.	At	some	instances	a	comparison	will	be	made	with	the	US	mainly	due	to	the	

globalized	context	of	medicinal	 law.	Yet	as	the	topic	 is	very	wide	and	complex	and	

needs	a	thorough	understanding	beginning	from	its	roots,	I	have	chosen	precisely	the	

territory	of	Europe	to	be	the	heart	of	my	research,	since	it	is	historically	one	of	the	

 
21	Report	for	the	Commission	of	the	European	Communities	on	the	application	of	Directive	
85/374/EEC	on	liability	for	defective	products,	Study	Contract	No,	ETD/93/B5-3000/MI/06,	p.29,	at	
para	76;	
22	Abraham,	J.,	Lewis,	G.	(2000).	Regulating	medicines	in	Europe:	Competition,	Expertise	and	Public	
Health.	London:	Routledge.	
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oldest	 and	 mostly	 experienced	 and	 developed	 places	 where	 regulations	 of	

pharmaceuticals	have	existed	throughout	the	centuries.		

	

I.3.	Goals	
	

	 The	 topic	 of	 pharmaceutical	 law	 is	 of	 great	 importance	 because	 it	 is	much	

more	than	a	mere	guideline	in	the	area,	but	rather	a	shelter	and	often	life	saver	when	

it	 comes	 to	 patient’s	 disease	 control,	 and	 at	 the	 same	 time	 a	 framework	 in	which	

pharmaceutical	 companies	 and	 respective	 government	 bodies	 can	 promote	 public	

health	whilst	achieving	the	objective	of	developing	new	products.	Another	reason	as	

to	why	pharmaceutical	law	and	its	development	are	of	vast	importance,	is	its	use	and	

practicality.	 Namely	 unlike	 other	 areas	 of	 law	 that	 are	 highly	 dependent	 on	 an	

individual	 person	 needs,	 like	 simple	 consumer	 claims,	 negligence	 claims,	 even	

individual	 patient’s	 injury	 claims,	 this	 area	 of	 the	 law	 requires	 setting	 a	 balance	

among	the	requirements	of	the	pharmaceutical	sector,	government	sector	and	public	

sector,	in	order	to	achieve	its	ultimate	goal-	doing	good	and	promoting	health	for	the	

public	at	large.	And	as	many	medical	and	pharmaceutical,	as	well	as	public	servant	

officials	might	claim	this	is	far	from	easy.	This	is	where	the	work	of	the	legislators	and	

legal	councils	comes	to	light,	namely,	in	drafting	proposals,	guidelines	and	laws	that	

regulate	 this	 area,	 whilst	 paying	 attention	 to	 everyone’s	 needs	 and	 interests,	

sometimes	 shifting	 the	 balance	 towards	 consumers,	 and	 sometimes	 allowing	 the	

progress	of	research	in	the	area	to	prevail	in	the	context	of	doing	good	to	society	by	

and	large.		

The	 goal	 of	 this	 research	 would	 be	 to	 identify	 the	 key	 points	 of	 existing	

pharmaceutical	law	and	see	how	they	function	in	different	countries	of	the	EU,	and	spot	

the	outstanding	legal	issues	in	regulating	the	pharmaceutical	sector	in	light	of	making	

progress	 in	 the	 scientific	 field	 whilst	 taking	 care	 at	 most	 of	 consumer’s	 needs.	 The	

relevant	European	Regulations	and	Directives	will	be	considered	and	their	function	in	

various	national	legislations	in	EU	Member	States	will	be	evaluated,	together	with	the	

gaps	that	remain	from	looking	into	current	case	law	and	finally	a	proposal	will	be	made	

with	considering	all	relevant	policy	areas.		
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There	 are	 two	 prime	 objectives	 of	 this	 research.	 The	 first	 one	 is	

examining	 if	 the	 current	 state	 of	 the	 laws	 in	 the	 EU	 satisfy	 the	 objective	 of	

providing	 safe	 and	 effective	medicines	 for	 patients,	 promoting	 their	 overall	

health,	whilst	minimizing	risks	of	consumption	through	analysis	of	the	current	

Marketing	Authorization	and	Pharmacovigilance	procedures.	The	second	issue	

relates	 to	 the	 subject	 matter	 of	 product	 liability	 arising	 from	 defective	

products,	i.e.	assessing	what	would	happen	after	something	goes	wrong	with	a	

defective	medicinal	product.	Thus,	the	second	issue	underpinning	this	research	

is	 analyzing	 whether	 the	 current	 EU	 product	 liability	 regime	 for	 medicinal	

products	is	fit	for	purpose.	An	inevitable	component	of	this	will	be	analysis	of	

the	 product	 liability	 schemes	 within	 the	 national	 frameworks	 of	 different	

member	states,	and	comparison	of	their	mechanisms	for	ensuring	equity	and	

efficiency	 in	 the	 pharmaceutical	 sector.	 In	 analyzing	 both	 issues	 a	 thorough	

comparison	 from	 a	 fair	 number	 of	 Member	 States	 is	 presented	 with	 their	

national	legislations	and	their	transposition	of	EU	law.	

One	 can	 without	 hesitation	 state	 that	 the	 European	 regulatory	 system	 of	

pharmaceuticals	is	a	very	effective	one.	This	is	mainly	because	of	the	thorough	and	

elaborate	system	of	authorizing	pharmaceuticals	of	the	European	Medicines	Agency.	

Firstly,	 one	 of	 the	 topics	 covered	 in	 my	 research	 will	 be	 the	 routes	 for	

obtaining	 a	 Marketing	 authorization,	 and	 its	 implementation	 in	 the	 key	 EU	

jurisdictions	together	with	the	national	variations	of	the	latter.	Namely	the	EMA	has	

set	procedures	for	authorization	and	supervision	of	medical	products	as	well	as	the	

obligation	 for	 obtaining	 a	 Marketing	 Authorization	 prior	 to	 placing	 a	 medicinal	

product	 on	 the	 EU	market,	 after	 having	 completed	 a	 successful	 application	 to	 the	

Agency.	This	concept	of	having	a	single	authorization	for	the	whole	EU	market	stands	

at	 the	 core	 of	 EU	 Regulation	 of	 pharmaceuticals	 and	 the	 function	 of	 the	 EMA	 in	

general.	Hence	there	are	several	routes	for	obtaining	a	marketing	authorization	in	the	

EU:	centralized	procedure,	decentralized	and	mutual	recognition	procedure.	In	fact,	

the	 Council	 Directive	 relating	 to	 medicinal	 products	 for	 human	 use	 requires	 a	

medicinal	 product	 to	 have	 completed	 the	 procedure	 for	 obtaining	 a	 Marketing	

Authorization	 (MA)	 prior	 to	 being	 placed	 on	 the	 EU	market.	 As	 the	 research	will	
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suggest	further	this	is	far	from	easy	as	there	are	many	Committees	that	overview	the	

safety	reports	of	the	medicines.	

A	Marketing	Authorization	 contains	 the	main	 characteristics	of	 a	medicinal	

product	such	as	conditions	of	usage,	dosage	and	refers	to	a	particular	patient	group.	

After	a	diligent	and	thorough	assessment	of	the	efficacy,	safety	and	quality	of	a	certain	

pharmaceutical	product	as	well	as	risk/benefit	balance	evaluation,	and	evaluation	of	

other	factors	such	as	environmental	implications	the	Competent	Authority	grants	a	

Marketing	 Authorization.	 It	 is	 important	 to	 note	 that	 the	 prime	 goal	 of	 the	 EU	

pharmaceutical	 legislation	 is	 to	 promote	 and	protect	 public	 health.	 Therefore,	 the	

very	 process	 of	 obtaining	 a	 Marketing	 Authorization	 is	 quite	 elaborate.	 More	

precisely	 the	 conditions	 that	 each	 application	 for	 a	 new	 product	 must	 fulfill	 are	

outlined	 in	 Article	 8	 of	 the	 Directive	 2001/83/EC,	 including	 relevant	 indications,	

contra	 indications,	 pharmaceutical,	 clinical	 and	 preclinical	 study	 results,	 safety	

measures	 etc.	 Depending	 on	 various	 factors	 such	 as	 the	 type	 of	 pharmaceutical	

product,	applicability	and	therapeutic	area	of	the	product	as	well	as	individual	choice	

of	 the	 pharmaceutical	 company,	 there	 are	 four	 routes	 for	 obtaining	 a	 marketing	

authorization	for	a	certain	medicinal	product	in	the	EEA:	

1.)	 Centralized	 procedure,	 2.)	 Decentralized	 procedure,	 3.)	 Mutual	 recognition	

procedure	and	4.)	National	procedure.	

This	research	paper	will	thoroughly	elaborate	the	main	characteristics	of	each	

procedure	 and	 suggest	 which	 one	 is	 appropriate	 for	 what	 type	 of	 applicant	 and	

circumstances	together	with	the	details	of	national	variations	in	the	implementation	

of	the	latter.		

The	final	results	of	the	paper	would	be	that	with	the	recent	evolvement	and	

amendments	in	the	law	of	pharmaceuticals	in	Europe	grater	power	has	been	given	to	

consumers	both	from	the	aspect	of	receiving	adequate	information,	protection	and	

access	to	safe	medicines.	Part	of	the	parameters	that	would	be	researched	will	also	be	

the	 balance	 between	 consumer	 satisfaction	 from	 the	 recent	 and	 evolving	

pharmaceutical	industry	sector,	and	the	industry’s	satisfaction	of	available	regulatory	

tools	 for	 stimulating	 research	 and	 development.	 	 Despite	 the	 fact	 that	 big	

pharmaceutical	companies	are	already	bound	by	soft	law	rules	of	regulatory	agencies,	
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and	have	per	se	product	 liability	 limitations	 imposed	by	 informing	consumers,	 the	

research	will	 suggest	 that	with	 recent	progress	 in	 this	domain	of	 the	 law	an	even	

greater	precaution	has	been	imposed	on	pharmaceutical	companies	in	manufacturing	

their	 products,	 by	 strengthening	 the	 legal	 framework	 for	 protecting	 consumers	

within	 the	various	 countries	 in	Europe.	 In	 that	 regard	 it	 is	 a	well-known	 fact	 that	

regulators	 are	 risk	 averse	 in	 that	 they	 would	 rather	 not	 license	 a	medicine	 even	

though	 it	 has	 potential	 benefits,	 than	 risk	 another	 disaster	 as	 the	 one	 with	

thalidomide	in	the	past.23	

On	 the	 other	 hand,	 these	 old	 trends	 are	 beginning	 to	 change	 since	 EU	

regulation	 is	 increasingly	 dominated	 by	 the	 pharmaceutical	 industry	 instead	 of	

patient	safety,	as	argued	by	the	scholar	Govin	Permanand	who	claims	that	there	is	no	

benefit	whatsoever	of	the	fast-track	approval	of	medicines	by	the	EMA.	24	From	my	

research	in	this	area	I	assume	that	this	could	be	partially	due	to	excessive	funding	

from	the	industry	of	about	86	%,	in	that	the	EU	is	becoming	more	like	the	US	in	the	

past,	where	FDA	was	passing	licensing	for	medicine	faster,	and	now	the	situation	is	

the	opposite.25	Now	the	situation	 in	the	US	has	changed	 in	that	 the	FDA	funding	 is	

balanced	among	government	and	the	user	fee	program,	at	a	ratio	of	about	50-50%.26	

However	 by	 detailed	 research	 I	 have	 come	 to	 the	 conclusion	 that	 in	 fact	 more	

applications	for	innovative	drugs	to	the	European	Medical	Agency	are	rejected	rather	

than	 accepted,	 so	 these	 assumptions	 are	 not	 completely	 correct.	 The	 figures	 are	

enclosed	 in	 the	annual	 report	of	 the	EMA	whereby	 it	 is	 stated	 for	example	 that	 in	

2018,	 14	 applications	 for	 new	medicine	 for	 treatment	 of	 rare	 diseases	 have	 been	

granted	and	45	denied,	and	over	the	course	of	3	years	(2016-2018)	48	applications	

were	granted	and	159	denied	in	total.	These	figures	suggest	that	the	Agency	is	not	

overlooking	 safety	 standards	 in	 favor	 of	 industry	 advancement	 and	 is	 cautious	 in	

 
23	Jackson,	E.	(2013).	Medical	law:	text,	cases,	and	materials	(3rd	ed.	p.529).	Oxford,	United	Kingdom:	
Oxford	University	Press		
24	Permanand,	G.	(2006).	EU	Pharmaceutical	Regulation:	The	politics	of	policy-making	(1st	ed.).	
Manchester	and	New	York,	United	Kingdom	and	United	States:	Manchester	University	Press.	
25	Funding.	(2021).	European	Medicines	Agency.	https://www.ema.europa.eu/en/about-us/how-we-
work/governance-documents/funding	
26	User	Fee	Financial	Reports.	(2018).	U.S.	Food	and	Drug	Administration.	
https://www.fda.gov/about-fda/user-fee-reports/user-fee-financial-reports		
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granting	applications	for	new	medicines27	In	my	opinion	striking	the	right	balance	is	

of	great	importance	in	that	regulators	are	not	too	scared	to	let	a	drug	receive	a	license	

but	not	fast	to	approve	it	too	without	undergoing	the	necessary	safety	precautions.		

Secondly,	 the	 concepts	 of,	 good	 pharmacovigilance	 practice	 and	 patient	

information	 will	 be	 examined	 thoroughly	 through	 a	 diligent	 comparison	 of	 the	

national	 legislations	 of	 Member	 States	 regarding	 pharmacovigilance.	 The	

comparative	 approach	 will	 be	 assessed	 on	 a	 national	 and	 European	 level	 and	 an	

evaluation	with	concluding	proposals	will	be	made.		

Hence	 in	 this	 research	 I	 have	 come	 to	 the	 inference	 that	 the	 European	

regulation	has	met	its	purpose	of	obtaining	safe	medicines	mostly	through	its	efficient	

Pharmacovigilance	 practice.	 Although	 the	 full	 procedure	 of	 regulation	 of	

pharmaceuticals	in	the	EU	is	vast	and	complex	and	consists	of	many	components	this	

research	will	focus	on	the	basic	steps	for	ensuring	proper	safety	of	medicinal	products	

through	 adequate	 authorization,	 monitoring	 and	 supervision.	 Once	 the	 medicinal	

products	have	been	authorized	in	the	EU	they	will	be	further	observed	for	compliance	

with	 safety	 standards	 through	 the	 continuous	 monitoring	 of	 the	 so	 called	

pharmacovigilance	 system.	 The	 very	 term	 pharmacovigilance	 dates	 from	 ancient	

Greece	and	 literally	means	watchfulness	or	vigilance	of	medicine	(pharmaco	being	

medicine	and	vigilance-	watchfulness).	Hence	pharmacovigilance	in	itself	means	the	

exercise	of	activities	related	to	detection,	assessment,	and	monitoring	of	the	safety	

risks	and	adverse	effects	of	pharmaceuticals.		The	European	Medicine	Agency	has	for	

this	 purpose	 set	 a	 very	 coordinated	 and	 thorough	 system	 of	 conducting	

pharmacovigilance	throughout	the	Union	involving	collaboration	among	healthcare	

professionals,	National	 competent	 authorities	of	Member	States,	 the	EMA,	 and	 the	

European	 Commission.	 The	 reason	 for	 establishing	 this	 system	 despite	 having	 an	

extensive	system	of	marketing	authorization	prior	to	approving	a	certain	medicinal	

product	is	that	in	practice	at	the	time	a	new	product	is	put	on	the	market	there	is	only	

a	limited	number	of	information	existing	from	clinical	trials	as	to	the	potential	side	

 
27	European	Medicines	Agency.	(2018).	Annual	Report	2018	:	The	European	Medicine	Agency’s	
contribution	to	science,	medicine	and	health	in	2018,	p.20.	
https://www.ema.europa.eu/en/documents/annual-report/2018-annual-report-european-
medicines-agency_en.pdf	
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effects,	and	with	certain	medicines	it	could	take	years	to	establish	the	existing	adverse	

effects	on	some	patient	groups.			

The	main	 laws	 that	 I	 have	 analyzed	 and	 from	which	 legitimacy	 to	 conduct	

pharmacovigilance	 is	 derived	 were	 the	 Regulation	 726/2004	 and	 Directive	

2001/83/EC.	Further	to	them	the	Regulation	1235/2010	and	Directive	2010/84/EU	

on	pharmacovigilance	were	adopted.		Finally	with	the	introduction	of	the	amended	

Regulation	2012/1027/EU	and	Directive	2012/26/EU	the	EU	regulatory	framework	

was	 completed,	 and	 so	 far,	 is	 functioning	 efficiently.	 The	 Guidance	 documents	 by	

which	pharmacovigilance	is	conducted	for	post	marketing	authorization	medicines	

had	primarily	been	sent	in	document	called	‘Volume	9A’	but	have	subsequently	been	

changed	with	the	introduction	of	Good	Pharmacovigilance	Practice	Guidelines.28	The	

core	objectives	of	these	are	ensuring	patient	safety	whilst	at	the	same	time	promoting	

public	health	through	providing	sensible	information	on	the	benefits	and	risks	that	

pharmaceuticals	have.		

Thirdly,	 the	 thesis	 will	 focus	 on	 accessing	 product	 liability	 for	 medical	

products	and	some	case	law	medical	devices.	In	that	respect	the	European	Product	

Liability	Directive29	will	be	analyzed	in	terms	of	its	function,	effectiveness	in	redress,	

and	practical	implication	through	recent	ECHR	cases.	Nevertheless,	the	disparities	in	

EU	harmonization	 across	member	 states	 in	 the	 area	 of	 product	 liability	 regarding	

pharmaceuticals	 will	 be	 addressed.	 The	 main	 purpose	 of	 this	 Directive	 is	 the	

introduction	of	strict	liability	for	producers	making	them	liable	for	any	defect	in	their	

product	 that	 can	 be	 proved	 was	 the	 cause	 of	 injury	 with	 or	 without	 their	 fault.	

However,	 it’s	worth	noting	 that	 the	Directive	 is	aiming	 to	balance	consumer’s	and	

manufacturer’s	interests	by	for	example	setting	a	limit	for	recovery	of	damage,	being	

the	500	EUR	threshold	as	well	as	certain	time	limitations.	30	Although	this	provides	a	

 
28	European	Medicines	Agency.	(2021).	Guidelines	on	good	pharmacovigilance	practices	(GVP)	
(EMA/54854/2021).	https://www.ema.europa.eu/en/human-regulatory/post-
authorisation/pharmacovigilance/good-pharmacovigilance-practices		
29	Council	Directive	85/374/EEC	of	25	July	1985	on	the	approximation	of	the	laws,	regulations	and	
administrative	provisions	of	the	Member	States	concerning	liability	for	defective	products	
30	Report	from	the	Commission	to	the	European	Parliament,	the	Council	and	the	European	Economic	
and	Social	Committee	on	the	Application	of	the	Council	Directive	on	the	approximation	of	the	laws,	
regulations,	and	administrative	provisions	of	the	Member	States	concerning	liability	for	defective	
products	(85/374/EEC),	2018.		
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somewhat	stable	legal	framework	for	redress,	it	has	to	be	noted	that	determining	the	

cost	of	a	defect	as	well	as	the	type	and	time	of	damage	is	more	complicated	in	the	case	

of	 pharmaceuticals	 in	 comparison	 to	 other	 types	 of	 products	 covered	 by	 this	

Directive.	This	is	primarily	because	it	is	very	difficult	to	prove	causation	in	product	

liability	cases	since	patients	who	take	the	medicine	are	already	ill,	probably	taking	

several	medicines	at	the	time,	and	also	due	to	the	fact	that	side	effects	of	a	medicine	

can	 sometimes	 manifest	 many	 years	 later,	 making	 the	 identification	 of	 which	

manufacturer’s	drug	caused	the	particular	injury	very	difficult.	31		

Also	one	of	the	issues	to	be	brought	up	would	be	researching	the	upraise	in	

recent	liability	cases	mainly	due	to	expansion	and	globalization	of	manufacturing	and	

increasing	distributive	and	supply	chains	in	the	pharmaceutical	sector,	as	well	as	the	

amplified	patient	 information.	Surprisingly	enough	a	study	of	 the	Product	Liability	

Directive	 in	2011	estimated	a	 rise	 in	 the	number	of	product	 liability	 claims	 in	EU	

under	its	provisions,	marking	the	pharmaceutical	sector	and	medicinal	products	as	

the	most	prominent	causes.	32Various	case	law	at	both	Community	law	and	national	

legislation	will	be	put	forward	and	analyzed	in	the	light	of	all	recent	developments	in	

the	 pharmaceutical	 law,	 from	marketing	 authorization	 gaps33 ,	 patent	 and	 generic	

medicines	issues34,	etc.	with	a	focus	on	the	synchronization	on	European	legislation	

in	that	domain,	and	the	preference	that	the	courts	have	on	protecting	consumers	and	

protecting	public	health	above	all.	Finally,	the	notion	of	development	risk	defense	that	

pharmaceutical	companies	usually	evoke	will	be	considered	in	line	with	the	product	

liability	litigation	concerning	medicines	and	medical	devices	across	EU.	

A	 limitation	 in	 this	 thesis	 would	 be	 pharmaceutical	 regulation	 relating	 to	

prices	of	pharmaceuticals	among	various	European	Member	states,	as	this	topic	is	a	

separate	 topic	 and	 involves	 considerations	 of	 the	 decision-making	 processes	 of	

national	governments.	Thus,	despite	the	fact	the	European	pharmaceutical	regulation	

 
31	Jackson,	E.	(2013).	Medical	law:	text,	cases,	and	materials	(3rd	ed.	p.507).	Oxford,	United	Kingdom:	
Oxford	University	Press		
32	Forth	and	last	report	of	2011on	the	application	of	Council	Directive	85/374/EEC	of	25	July	1985.		
33	CJEU	Judgment	of	14th	of	February	2019	in	Case	C-423/17ECLI:EU:C:2019:125;	also	N	Kriketou,	
V.	CJEU	C-423/17:	Carve-out	Limits	the	Scope	of	Marketing	Authorisation	of	Generic	Medicines,	
European	Pharmaceutical	Law	Review,	Volume	3,	Issue	1	(2019),	pp.	46	-	49	,	
34	AstraZeneca	AB	v	KRKA	DD	Novo	Mesto	[2014]	EWHC	84	
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is	 a	 somewhat	 unified	 systems,	 there	 are	 many	 differences	 and	 discrepancies	 in	

handling	 the	 issue	 of	 pharmaceutical	 pricing.35	This	 is	mainly	 due	 to	 the	 fact	 that	

different	 national	 legislations	 are	 organized	 on	 the	 basis	 of	 various	 social	 and	

economic	principles,	and	lead	to	a	very	different	approach	in	handling	social	security,	

medical	and	public	health	 issues.	 In	 line	with	that	one	can	conclude	that	 there	are	

variations	 in	national	 legislations	among	EU	Member	states	on	this	topic	and	their	

major	 differences.36	Also	 an	 evident	 change	within	 the	 text	 of	 the	 thesis,	 research	

results	and	therefore	goals	would	be	inclusion	of	the	results	of	the	Brexit	within	this	

domain	of	regulatory	law,	and	case	law.	However,	the	cases	that	have	been	considered	

by	 the	 European	 Court	 of	 Justice	 and	 hold	 precedence,	 as	 well	 as	 former	 rules,	

guidelines	and	regulations	from	the	MHRA	will	still	be	considered	in	this	paper	for	

reference.	

Another	segment	that	would	be	part	of	this	research	would	be	analysis	of	the	

level	of	synchronization	of	the	EU	Member	states	in	the	area	of	pharmaceutical	law,	

through	 comparative	analysis	of	 their	national	 legislations.	Not	 surprisingly	noted	

scholars	have	come	to	the	following	conclusion	which	sums	up	the	overall	position	of	

the	EU	regulation	in	this	sector:	“Although	Member	States	appear	to	have	recognized	

the	virtues	of	cooperation	on	health-related	matters,	they	have	nevertheless	ensured	

that	Community	competence	to	act	in	the	area	remains	limited.	This	reflects	Member	

States'	longstanding	reluctance	to	allow	greater	EU	encroachment	into”.	37	However	

with	 recent	 evolvement	 in	 EU	 pharmaceutical	 law	 and	 the	 globalization	 of	 the	

industry	many	countries	are	striving	for	international	harmonization,	EU,	US,	Canada,	

Japan	especially	through	setting	of	the	so	called	ICH	38standards	of	harmonization	and	

mutual	recognition.	One	if	the	noted	advancements	of	this	cooperation	is	for	example	

 
35	Pfeizer/Flynn	v	CMA	Case	on	excessive	pricing	of	medicine;	1275/1/12/17	Flynn	Pharma	Ltd	and	
Flynn	Pharma	(Holdings)	Ltd	v	Competition	and	Markets	Authority;	[2018]	CAT	11;		
1276/1/12/17	Pfizer	Inc.	and	Pfizer	Limited	v	Competition	and	Markets	Authority;	source:	
https://www.catribunal.org.uk/judgments/127511217-127611217-flynn-pharma-ltd-and-flynn-
pharma-holdings-pfizer-inc-and-pfizer-0		
36	Manley,	M.	I.,	&	Vickers,	M.	(2015).	Navigating	European	Pharmaceutical	Law:	An	Expert's	Guide	
(1st	ed.	p.	111-180).	Oxford,	United	Kingdom:	Oxford	University	Press	
37	Farrell,	A.	M.	(2005).	Health	Law	and	the	European	Union.	Medical	Law	Review,	13(3),	430–434.	
https://doi.org/10.1093/medlaw/fwi026		
38	The	International	Council	for	Harmonisation	of	Technical	Requirements	for	Pharmaceuticals	for	
Human	Use.	www.ich.org		
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the	 setting	 of	 the	 Common	 Technical	 Document	 which	 serves	 the	 purpose	 of	

obtaining	a	single	document	for	authorization	of	pharmaceuticals	in	all	ICH	member	

states	and	is	truly	a	revolution	in	terms	of	setting	global	standards	in	pharmaceutical	

regulation.		

One	of	the	objectives	of	the	paper	would	be	to	suggest	that	with	greater	not	

only	regulatory	but	practical	compliance	of	the	European	regulatory	bodies,	a	more	

efficient,	 effective,	 harmonized	 system	 would	 be	 put	 in	 place,	 with	 greater	

transparency	 and	 functionality	 leaving	 space	 for	 greater	 progress	 in	 the	

pharmaceutical	industry	and	mostly	meeting	outstanding	patient	needs.	In	terms	of	

product	liability	regulation	in	the	pharmaceutical	sector	it	can	be	concluded	that	“The	

Directive	also	strikes	a	sensitive	balance	between	innovation	and	protection	that	can	

only	be	achieved	at	EU	level	to	prevent	single	market	fragmentation	and	distortion	of	

competition.”39	

	

	I.4.	The	importance	of	R&D	in	the	pharmaceutical	industry		
	

One	 of	 the	 advances	 of	 the	 goals	 in	 this	 thesis	 will	 be	 emphasizing	 the	

importance	of	Research	and	Development	 in	 the	pharmaceutical	 regulatory	 sector	

and	 consequently	 achieving	 greater	 transparency.	 In	 a	 way	 this	 outweighs	 the	

outdated	lawyerly	principles	of	focus	on	data	protection,	with	the	main	objective	of	

doing	society	a	benefit	by	and	large.	For	example,	the	recent	evolvements	in	the	fields	

of	 legal	 considerations	 in	 cell	 &	 gene	 therapies,	 is	 suggesting	 exactly	 this.	Whilst	

regulators	 and	 legal	 professionals	 do	 need	 to	 take	 care	 of	 patient’s	 privacy,	 and	

general	data	protection	issues,	at	some	instances	where	there	is	a	chance	of	saving	a	

person’s	health	or	doing	good	to	the	public	at	large,	some	legal	issues	do	need	to	be	

put	aside,	with	a	view	of	helping	an	individual	or	bettering	public	health	and	at	times	

curing	even	the	most	severe	of	diseases.	A	great	example	of	a	European	state	that	has	

implemented	this	concept	within	its	national	legislation	and	successfully	transported	

 
39	Report	from	the	Commission	to	the	European	Parliament,	the	Council	and	the	European	Economic	
and	Social	committee	on	the	Application	of	the	Council	Directive	on	the	approximation	of	the	laws,	
regulations,	and	administrative	provisions	of	the	Member	States	concerning	liability	for	defective	
products	(85/374/EEC),	2018.	p.8	
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it	 into	 the	 national	 health	 care	 system	 is	 Sweden,	 which	 over	 the	 decades	 has	

practiced	transparent	sharing	of	medical	data	in	order	to	produce	newly	developed,	

innovative	medicines	for	society’s	sake.	Whilst	in	many	legal	systems	across	EU	this	

would	be	barely	thinkable	to	implement,	especially	taken	into	account	the	new	GDPR	

regulation,	the	pros	of	this	concept	should	be	given	a	serious	thought.		

In	 that	 regard	 one	 of	 my	 new	 findings	 is	 that	 over	 regulation	 of	 the	

pharmaceutical	 sector	 in	 Europe,	 leads	 to	 minimization	 of	 Research	 and	

Development.	For	illustration	it	has	been	pointed	out	by	many	scholars	that	although	

stricter	 regulation	 of	 the	 pharmaceutical	 sector	may	 lead	 to	 dropping	 of	 prices,	 it	

significantly	decreases	funds	and	incentives	for	investment	in	R&D.	Thus,	for	example	

in	Europe	R&D	funds	have	been	decreased	by	4,96	bn	$	between	1986	and	2004	due	

to	European	Price	regulation,	and	research	indicates	that	those	investments	would	

have	 resulted	 in	 49	 new	 medicines	 to	 cure	 diseases.40 		 Whilst	 this	 could	 have	 a	

positive	 effect	 on	 the	 social	 and	welfare	 factor,	 on	 the	 other	 hand	 it	 represents	 a	

deficit	 for	 the	 patients	 that	 could	 benefit	 by	 and	 large	 of	 innovation	 in	 the	

pharmaceutical	sector,	say	for	instance	patients	with	rare	diseases.	However	contrary	

to	this	finding,	the	Pediatric	and	Orphan	Regulations41	have	proven	a	huge	success	in	

that	they	have	proven	to	stimulate	development	of	new	treatments	for	rare	diseases,	

leading	to	the	launch	of	260	new	pediatric	medicines	to	be	marketed,	and	by	2017	

more	than	140	orphan	medicines.	42	

Through	 the	 decades	 many	 patients	 cured	 illnesses	 that	 were	 considered	

incurable	in	the	past.	Thus,	one	can	conclude	easily	that	innovation	should	be	placed	

at	the	heart	of	pharmaceutical	policy	and	consequently	regulation.	However,	despite	

this	well-known	fact	Europe	has	been	continuously	dragging	behind	the	US	and	Asian	

markets	when	it	comes	to	innovation.	Namely	as	one	scholarly	article	on	this	topic	

claims:	 “While	 in	 general	 the	 number	 of	 new	 pharmaceutical	 substances	 has	

 
40	Eger,	S.,	&	Mahlich,	J.	C.	(2014).	Pharmaceutical	regulation	in	Europe	and	its	impact	on	corporate	
R&D.	Health	Economics	Review,	4(1).	https://doi.org/10.1186/s13561-014-0023-5		
	
41	Regulation	(EC)	No	141/2000	(the	Orphan	Regulation);	and	Regulation	(EC)	No	1901/2006	on	
medicinal	products	for	paediatric	use;	see	also	https://www.ema.europa.eu/en/human-
regulatory/overview/orphan-designation/legal-framework-orphan-designation		
42	European	Medicines	Agency.	(2017).	“Orphan	Medicines	in	the	EU	,	leaving	no	patient	behind	“.	
https://www.ema.europa.eu/en/news/orphan-medicines-eu-leaving-no-one-behind	
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decreased	worldwide;	the	decrease	has	been	significantly	sharper	in	the	EU	than	in	

the	 US	 and	 other	 parts	 of	 the	 world.	 Research	 and	 Development	 is	 a	 key	 to	

pharmaceutical	 innovation.	 However,	 Research	 investment	 has	 gradually	 been	

relocating	from	Europe	to	the	United	States	and	Asia.”43	

One	of	the	goals	of	my	research	would	be	to	suggest	that	regulators	need	to	

place	 a	 balance	 between	 obtaining	 safe	 and	 effective	medicines	 on	 one	 hand,	 and	

leaving	place	 for	progress	 in	the	Research	and	Development	sector.	Unfortunately,	

due	 to	 stricter	 regulations	 up	 to	 date	 research	 in	 Europe	 suggests	 that	 the	 EU	 is	

lacking	behind	larger	markets	such	as	the	US,	China,	Japan,	that	focus	and	invest	a	lot	

in	R&D.		

	 	

 
43	Stop	losing	ground	in	pharmaceutical	innovation	in	the	EU.	(2010).	Pharmaceuticals,	Policy	and	
Law,	12(3,4),	171–178.	https://doi.org/10.3233/ppl-2010-0295		
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II.	Methodology		
	

The	methodology	used	in	this	paper	will	be	a	comparative	retrospective	study	

on	 the	 regulation	 of	 pharmaceuticals,	 using	 qualitative	 analysis	 of	 the	 doctrinal	

methods	and	 case	 studies	of	practices	demonstrating	how	 the	 liability	 scheme	 for	

medicinal	products	is	functioning	across	different	countries	in	the	EU.	Primarily	the	

European	 law,	with	 the	 respective	 Regulations	 and	 Directives	will	 be	 considered,	

encompassing	also	the	centralized	and	decentralized	routes	for	obtaining	marketing	

authorization	for	pharmaceuticals,	together	with	the	guidelines	on	conducting	proper	

pharmacovigilance	 practice,	 as	 one	 of	 the	 basic	 legal	 tools	 in	 ensuring	 consumers	

unified,	 adequate	 health	 standards.	 Furthermore,	 the	 research	 will	 focus	 on	 the	

practical	implication	that	the	law	has,	by	thoroughly	analyzing	the	most	recent	case	

law	of	 the	ECJ	 in	 the	domain	of	product	 liability	arising	out	of	defective	medicinal	

products	and	medical	devices.	

	 The	results	will	be	based	on	a	previous	discussion	on	the	retrospective	and	

comparative	analysis	of	case	studies	from	the	domain	of	EU	law,	and	similar	national	

laws	 of	 Member	 states	 that	 concern	 product	 liability	 from	 defective	 medicinal	

products.	In	that	sense	a	wide	variety	of	case	law	will	be	considered	chronologically,	

commencing	 from	the	very	beginnings	of	EU	pharmaceutical	 law	and	analyzing	 its	

roots	 in	 the	Thalidomide	case,	Opren	case44,	 then	proceeding	 to	 the	Novo	Nordisk	

Pharma	case,45	the	case	Centre	hospitalier	universitaire	de	Besançon46,	and	finalizing	

with	the	more	recent	ruling	of	the	ECJ	on	the	Sanofi	Pasteur	case47,	Boston	Scientific	

Medizintechnik	GmbH	case48,	Novartis	Europharm	Ltd	v	European	Commission	and	

others49,	Hoffmann-	La	Roche50,	in	the	context	of	establishing	product	liability	in	the	

 
44	Davies	v	Elli	Lilly		and	Co	[1987]	1	All	ER	801,	CA;	See	also	Drug	Injuries	and	the	Pursuit	of	
Compensation,	PR	Ferguson,	1996,	Sweet	and	Maxwell,	Opren	Litigation	p.14;	
45	Judgment	of	20th	of	November	2014,	Novo	Nordisk	Pharma	GmbH	v	S,	C-310/13,	EU:C:2014:2385	
46	Case	C-495/10,	Centre	hospitalier	universitaire	de	Besançon	V	Thomas	Dutrueux	and	Caisse	
primaire	d’assurance	maladie	du	Jura	
(Reference	for	a	preliminary	ruling	from	the	Conseil	d’État	(France))	
47	Case	C-621/15,	21	June	2017,	N.	W	and	Others	v	Sanofi	Pasteur	MSD	SNC	and	Others	
48	Boston	Scientific	Medizintechnik	GmbHv	AOK	Sachsen-Anhalt	—	Die	Gesundheitskasse	(C-
503/13),	
Betriebskrankenkasse	RWE	(C-504/13),	
49	Joined	Cases	C-629/15	P	and	C-630/15	P	Novartis	Europharm	Ltd	
50	Case	C-179/16	F	Hoffmann-La	Roche	v	Autoria	Garante	della	Concorrenza	e	del	Mercato	[2018]	EU:C:2018:25	
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EU.	Subsequently,	a	contrast	will	be	made	through	a	comparative	analysis,	of	how	the	

liability	schemes	function	in	various	countries	in	the	EU51.	For	this	purpose,	I	have	

extended	 my	 research	 from	 case	 analysis 52 	to	 comparative	 analysis	 of	 how	 the	

national	legislations	across	the	EU	work	with	regards	to	this	topic.	In	that	regards	I	

found	 literature	 from	 the	 following	 books	 particularly	 helpful:	 “Guide	 to	 EU	

Pharmaceutical	Regulatory	Law”	in	which	for	example	the	Regulatory	Variations	in	

Key	 EU	 Jurisdictions	 by	 country	 are	 outlined	 together	 with	 the	 differences	 in	

implementations	 of	 the	 basic	 EU	 Directives	 53 ;	 	 Goldberg,	 R.	 (2013)	 “Medicinal	

product	liability	and	regulation.”54	in	comparing	different	European	product	liability	

regimes	 and	 cases;	 and	 “Navigating	 European	 Pharmaceutical	 Law:	 An	 expert’s	

Guide”	 55 	which	 provides	 a	 detailed	 illustration	 on	 the	 implementation	 on	 EU	

pharmaceutical	law	to	the	various	national	legislations.	In	this	year’s	proposal	I	have	

also	included	data	from	the	Report	from	the	EU	Commission	on	the	application	on	the	

EU	Product	Liability	Directive.56		

Nonetheless,	 part	 of	 the	 thesis	 will	 be	 devoted	 to	 the	 work	 of	 the	 EMA	

(European	 Medicines	 Agency)	 which	 is	 in	 fact	 the	 basic	 body	 enforcing	 the	 EU	

pharmaceutical	regulation	in	practice.	In	that	regard	statistical	data	and	evidence	for	

evaluation	had	been	used	by	the	latest	EMA	annual	report	on	progress.57	Similarly	the	

work	 of	 separate	 Member	 states’	 national	 regularity	 agencies	 will	 be	 considered	

because	from	a	regularity	perspective	their	function	is	equally	important	for	ensuring	

 
51	See	for	ex	Fairgrieve,	D.,	&	Howells,	G.	(2007).	Rethinking	Product	Liability:	A	Missing	Element	in	the	
European	Commission’s	Third	Review	of	the	European	Product	Liability	Directive.	Modern	Law	Review,	70(6),	
962–978.	https://doi.org/10.1111/j.1468-2230.2007.00672.x		
52	See	for	example	Opinion	of	the	Advocate	General	Geelhoed,	cases	C-52/00	and	C-183/00,	delivered	on	18th	of	
September	2001.	“	on	the	application	on	the	minimum	harmonization	of	liability	for	damage	caused	by	defective	
products	within	the	Community	according	to	Product	Liability	Directive	of	1985;		
53	Shorthose,	S.	&	Bird	&	Bird	LLP.	(2017).	Guide	to	EU	Pharmaceutical	Regulatory	Law	(7th	ed.,	Vol.	1).	Wolters	
Kluwer.	
54	Goldberg,	R.	(2013).	Medicinal	Product	Liability	and	Regulation.	Hart	Publishing.	
55	Manley,	M.	I.,	&	Vickers,	M.	(2015).	Navigating	European	Pharmaceutical	Law:	An	Expert's	Guide	(1st	ed.).	
Oxford,	United	Kingdom:	Oxford	University	Press;	
56	“	Report	from	the	Commission	to	the	European	Parliament,	the	Council	and	the	European	Economic	and	Social	
Committee	on	the	Application	of	the	Council	Directive	on	the	approximation	of	the	laws,	regulations,	and	
administrative	provisions	of	the	Member	States	concerning	liability	for	defective	products	(85/374/EEC)”.	
57	European	Medicines	Agency.	(2019).	Annual	Report	2019:	The	European	Medicine	Agency’s	contribution	to	
science,	medicine	and	health	in	2019.	https://www.ema.europa.eu/en/documents/annual-report/2019-annual-
report-european-medicines-agency_en.pdf	
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safety	of	the	medical	products	and	medical	devices58.	As	such	the	Spanish	Agency	of	

Medicinal	 Products	 and	 Medical	 Devices	 will	 be	 considered	 (AEMPS) 59 ,	 also	 the	

French	National	Agency	for	the	Safety	of	Medicine	and	Health	Products	(ANSM)60,	The	

German	 Federal	 Institute	 for	 Drugs	 and	 Medical	 Devices61 ,	 the	 Italian	 Medicines	

Agency62,	and	similar	agencies	in	other	Member	states.		Nonetheless	in	this	research	

there	 are	 minor	 segments	 of	 comparing	 and	 contrasting	 the	 work	 of	 EU	

pharmaceutical	regulators	with	their	US	counterparts	 in	the	FDA63	for	reference	in	

certain	policy	areas.	By	comparing	and	contrasting	the	main	regulatory	bodies	in	the	

global	pharmaceutical	industry,	it	can	be	concluded	that	not	only	Europe	but	also,	US,	

Japan,	Canada	and	other	countries	are	striving	for	a	more	harmonized	legislative	tool.	

Hence,	 for	 example	 now	 the	 EMA	 has	 signed	 mutual	 recognition	 agreements	 on	

licensing	and	approval	procedures	with	the	FDA	and	other	international	agencies.	64	

Thus,	when	looking	at	the	European	regulatory	framework	one	should	have	a	broader	

picture	on	the	global	approaches	and	challenges	that	all	countries	are	facing.	This	is	

exactly	why	the	so-called	ICH	standards	have	been	set	in	this	field.	65	

The	methods	 that	 will	 be	 used	 will	 involve	mostly	 library-based	 research,	

analyzing	texts,	cases	and	materials	on	pharmaceutical	law,	its’	regulation	and	ethical	

issues,	as	well	as	 internet	research.	Also,	primary	sources	will	be	 included	such	as	

cases,	Regulations	and	Directives	from	EU	law	with	the	respective	updates	relevant	

on	the	subject	matter,	and	considered	in	the	light	of	current	critics	and	analysis	from	

 
58	Note:	This	is	because	the	authorization	of	medicines	could	be	obtained	in	two	ways,	namely	from	
the	so-called	centralized	procedure	and	through	the	so-called	national	or	decentralized	procedure,	
through	the	route	of	mutual	recognition.	
59	Spanish	Agency	for	Medicines	and	Health	Products.	AEMPS.	
https://www.aemps.gob.es/en/laAEMPS/enlaces/home.htm		
60	French	National	Agency	for	the	Safety	of	Medicine	and	Health	Products.	ANSM.	
https://www.ansm.sante.fr		
61	Federal	Institute	for	Drugs	and	Medical	Devices.	BFARM.	
https://www.bfarm.de/DE/Home/home_node.html			
62	Italian	Medicines	Agency.	AIFA.	http://www.agenziafarmaco.gov.it		
63	The	U.S.	Food	and	Drug	Administration.	https://www.fda.gov		
64	European	Medicines	Agency.	(2019).	Annual	Report	2019:	The	European	Medicine	Agency’s	
contribution	to	science,	medicine	and	health	in	2019.	
https://www.ema.europa.eu/en/documents/annual-report/2019-annual-report-european-
medicines-agency_en.pdf		
65	The	International	Council	for	Harmonisation	of	Technical	Requirements	for	Pharmaceuticals	for	
Human	Use.https://www.ich.org/		
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secondary	sources	such	as	books,	journals,	publications	and	reviews.	Similarly	recent	

guidelines,	reports	from	European	Commission,	Opinions	from	the	Advocate	general	

regarding	preliminary	ruling	of	cases,	and	studies	will	be	considered	from	the	web	

pages	 of	 the	 WHO,	 the	 European	 Medicines	 Agency	 (EMA),	 ICHRA,	 in	 order	 to	

determine	how	pharmaceutical	law	is	enforced	within	the	European	countries.66	.	

	 In	the	concluding	part	of	the	thesis,	a	prospective	analysis	will	be	driven	from	

all	of	the	aforementioned	findings	where	the	updates	of	the	law	will	be	analyzed,	in	

the	light	of	the	dynamic	case	law	and	certain	general	recommendations	will	be	given	

with	the	focus	on	the	uprising	needs	of	society	of	greater	legal	protection	in	a	world	

of	dynamic	progress	 in	 the	medical	 field.	This	will	basically	adhere	 to	 the	 topic	of	

obtaining	social	justice	in	the	field	of	pharmaceutical	regulation,	whilst	still	leaving	

prospect	for	research	progress	and	investment	in	innovation	in	the	pharmaceutical	

sector.	For	this	purpose	several	reports	have	been	considered	up	to	date	such	as	the	

one	 from	 the	 European	 Observatory	 on	 Health	 Care	 Systems	 Series:	 “Regulating	

Pharmaceuticals	 in	 Europe:	 striving	 for	 efficiency,	 equity	 and	 quality”	 67 	and	 the	

“Expert	 Review	 and	 Proposals	 for	 Measurement	 of	 Health	 Inequalities	 in	 the	

European	 Union” 68 	created	 under	 the	 auspices	 of	 DG	 SANCO	 (the	 European	

Commission	and	the	Directorate-General	of	Health	&	Consumers	).	The	core	goal	of	

this	unit	is	to	allow	EU	citizens	to	live	healthy	and	safe	lives,	putting	the	Medicinal	

Products	Unit	among	the	central	“Health	Systems	and	Products”.	Thus	actual	up	to	

date	reports	will	be	considered	as	one	of	the	sources	in	this	thesis.		

Additionally,	being	aware	of	the	importance	of	actual	research	and	field	work,	

of	obtaining	firsthand	information	on	the	updates	on	the	topic	of	pharmaceutical	law,	

personal	 experience	 in	 activities	 such	 as	 seminars,	 conferences,	 and	 online	

 
66	Also	see	Valverde,	J.	L.	(2007).	Key	issues	in	pharmaceuticals	law.	Pharmaceuticals	Policy	and	Law,	9(3–4),	
296–319.	on	divergence	in	application	on	EU	law	
67	European	Observatory	on	Health	Systems	and	Policies.	(2004).	Regulating	pharmaceuticals	in	Europe:	striving	
for	efficiency,	equity	and	quality	(F.	J,	M.	McKee,	E.	Mossialos,	&	R.	B.	Saltman,	Eds.).	Open	University	Press.	
https://www.euro.who.int/__data/assets/pdf_file/0008/98432/E83015.pdf		
68	“Expert	review	and	proposals	for	monitoring	trends	in	health	inequalities	in	the	EU”,	Contract	n°	
SANCO/2008/C4/04	–	Lot	1	(SI2.530184)	produced	for	the	European	Commission	and	the	Directorate-General	
of	Health	&	Consumers	(DG	SANCO).		
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workshops	 in	the	field	 is	 included.	For	example,	 there	are	additional	 inputs	 in	this	

research	 by	 the	 insights	 and	 data	 obtained	 from	 the	 Conference	 "Big	 Data	 in	 the	

Pharmaceutical	 Sector	between	Protection	and	Transparency	 “at	 the	University	 in	

Basel	that	included	panelists	from	basic	European	regulatory	groups	present,	such	as	

the	 European	 Medicines	 Agency,	 Danish	 Medicines	 Agency,	 legal	 experts	 from	

pharmaceutical	 companies	 such	 as	 Novartis,	 and	 leading	 academics	 dealing	 with	

research	in	this	field.	Additionally	in	gaining	deeper	insight	in	the	topic	from	a	global	

perspective	the	online	educational	course	from	Harvard	University	on	the	US	Food	

and	 Drug’s	 Administration	 practices	 of	 “Prescription	 Drug	 Regulation,	 Cost,	 and	

Access:	 Current	 Controversies	 in	 Context	“69 	was	 very	 helpful	 in	 adding	 a	 deeper	

understanding	in	the	real-life	policy	and	legal	challenges	that	regulators	are	facing	in	

this	area.	

Certain	 limitations	 to	 the	 research	would	be	analyzing	 separately	 all	 of	 the	

jurisdictions	of	the	Member	states,	since	this	would	involve	an	enormous	amount	of	

work,	and	imply	language	barriers	in	many	cases.	For	this	purpose,	the	research	will	

focus	 on	 the	 European	 regulation	 on	 the	 subject	 matter,	 and	 will	 include	 a	

comparative	analysis	of	several	member	states	laws	and	implementation	practices,	

by	selecting	a	fair	number	of	the	largest	and	most	influential	countries	in	this	sector.	

Also,	due	to	recent	changes	with	the	Brexit,	the	impact	of	the	MHRA	won’t	be	in	focus	

of	the	prospective	study,	although	certain	case	law,	which	is	already	part	of	EU	law,	

will	 remain	 in	 the	 research	 findings.	 	 Additionally,	 up	 to	date	publications	will	 be	

considered	with	the	legal	implications	of	Brexit	especially	in	the	data	exchange	and	

protection	field.	70	Finally,	the	impact	of	the	new	technological	developments	in	the	

field	of	medicinal	product	liability	will	be	considered	and	proposals	will	be	made	for	

improving	the	EU	regulatory	system	accordingly.		 	

 
69	Harvard	University	online	course(2020),	Prescription	Drug	Regulation,	Cost,	and	Access:	Current	
Controversies	in	Context;		Source:	https://pll.harvard.edu/course/prescription-drug-regulation-cost-
and-access-current-controversies-context?delta=0			
70	Ana	Garagancea,	L.,	&	Fürst,	W.	(2019).	Legal	Impact	Assessment	of	Brexit:	Clinical	Trials	Data	
Exchange	and	Data	Protection.	European	Pharmaceutical	Law	Review,	3(1),	24–30.	
https://doi.org/10.21552/eplr/2019/1/7		
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III.	Legal	Framework	
	

	 The	 legal	 framework	 is	 the	 basic	 channel	 for	 implementation	 of	 regulatory	

measures	in	a	certain	country	or	territory.	As	this	research	is	focused	solely	on	the	

territory	 of	 Europe,	 the	 legal	 regimes	 and	 basic	 rules	 and	 Regulations	 of	 the	 EU,	

respective	Member	 state's	 national	 legislation	will	 be	put	 forward	 throughout	 the	

paper.	Primarily	the	EU	Regulations	and	Directives	will	be	elaborated	in	this	part,	and	

later	 on	 in	 the	 separate	 sections	 the	 laws	 of	 the	 other	 countries	 in	 Europe	

respectively.		

	 As	 aforementioned,	 it	 is	 obvious	 that	 the	 very	 nature	 of	 pharmaceutical	

regulation	is	multinational,	since	the	effects	of	the	products	have	impact	on	more	than	

one	jurisdiction;	it	is	worth	noting	that	the	international	and	interstate	conventions	

and	standards	apply	too.	Nonetheless	from	a	manufacturer’s	aspect	it	is	not	seldom,	

that	they	tend	to	seek	recognition	and	licensing	in	several	jurisdictions	and	apply	for	

authorization	of	their	products	in	the	European	Medicines	Agency,	the	Medicines	and	

Healthcare	 Products	 Regulatory	 Agency	 in	 the	 UK 71 ,	 the	 US	 Food	 and	 Drug	

Administration	 (FDA)72	the	 National	 Centre	 of	 Pharmaceutical	 Products	 Expertise	

(FGU)	in	Russia73.	That	having	said	the	pharmaceutical	law	is	such	an	area	of	law	that	

could	not	be	viewed	in	‘black	and	white’	when	it	comes	to	determining	jurisdiction	or	

legal	framework.	Even	more	so	because	most	of	the	safety	and	quality	standards	are	

similar	and	have	the	same	aim,	protecting	public	health.	

	

III.1.	Lex	Generalis		
	

The	 general	 law	 applicable	 to	 product	 liability	 cases,	 such	 as	 those	 from	

defective	 pharmaceutical	 products	 under	 private	 international	 law,	 is	 offering	

remedies	 under	 tort	 or	 contract.	 Thus,	 claimants	 can	 bring	 claims	 and	 seek	

 
71	Medicines	and	Healthcare	products	Regulatory	Agency.	(2021).	GOV.UK.	
https://www.gov.uk/government/organisations/medicines-and-healthcare-products-regulatory-
agency		
72	The	U.S.	Food	and	Drug	Administration,	(FDA),	https://www.fda.gov	
73	National	Centre	of	Pharmaceutical	Products	Expertise.	FGU.	
http://www.fgu.ru/site/site_n.nsf/main.xsp	
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compensation	under	the	general	rules	relating	to	civil	and	commercial	matters.		The	

relevant	 legal	 instrument	 in	 its	 widest	 sense	 in	 terms	 of	 establishing	 jurisdiction	

would	be	the	EU	Regulation	on	jurisdiction	and	the	recognition	and	enforcement	of	

judgments	in	civil	and	commercial	matters	74	Further	to	this	as	elaborated	below	the	

relevant	Product	Liability	Directive	will	be	applicable	as	regards	the	particularities	of	

the	claim.	

The	basic	rule	under	the	Community	law	in	establishing	jurisdiction	in	cases	of	

torts	or	delict,	is	that	the	court	where	the	harmful	event	occurred	are	the	ones	that	

are	 to	have	 jurisdiction,	as	stated	under	Article	7(2)75	of	 the	Brussels	 I	Regulation	

(recast).76	From	the	aspect	of	claimants	this	can	cause	a	number	of	difficulties,	since	

the	place	where	the	harmful	event	occurred	could	be	considered	as	the	place	where	

the	 product	 was	 manufactured,	 distributed	 or	 marketed,	 or	 the	 place	 where	 the	

harmful	effect	had	been	felt.	The	law	in	tort	had	been	set	in	the	case	of	Bier	v	Mines	

de	Potasse	d’	Alsace	where	it	was	held	that	“Where	the	place	of	the	happening	of	the	

event	which	may	give	rise	to	liability	in	tort,	delict	or	quasi-delict	and	the	place	where	

that	 event	 results	 in	 damage	 are	 not	 identical	 ,	 the	 expression	 '	 place	 where	 the	

harmful	event	occurred',	in	article	5	(3)	of	the	convention	of	27	September	1968	on	

jurisdiction	and	the	enforcement	of	judgments	in	civil	and	commercial	matters	,	must	

be	understood	as	being	intended	to	cover	both	the	place	where	the	damage	occurred	

and	 the	 place	 of	 the	 event	 giving	 rise	 to	 it	 .	 “77	This	 rule	 has	 been	 valuable	 to	 all	

claimants	 in	 product-liability	 actions	 since	 it	 means	 that	 a	 person	 injured	 by	 a	

defective	product	could	bring	an	action	where	the	injury	took	place.	The	basic	legal	

principle	that	applies	in	these	cases	and	would	have	to	be	proven	by	the	injured	party	

 
74	REGULATION	(EU)	No	1215/2012	OF	THE	EUROPEAN	PARLIAMENT	AND	OF	THE	COUNCIL	of	12	
December	2012	on	jurisdiction	and	the	recognition	and	enforcement	of	judgments	in	civil	and	
commercial	matters;	Source:	https://eur-
lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2012:351:0001:0032:en:PDF			
75	Note:	Previously	Article	5(3)	of	Council	Regulation	(EC)	No	44/2001	
76	Ibid,	Art	7(2)		
77	Judgment	of	the	Court	of	30	November	1976.	-	Handelskwekerij	G.	J.	Bier	BV	v	Mines	de	potasse	
d'Alsace	SA;	Source:	https://eur-
lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX%3A61976CJ0021%3AEN%3AHTML	
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is	that	a	“causal	connection	can	be	established	by	the	damage	and	the	event	in	which	

that	damage	originates”78	

Nevertheless,	 the	European	 law	has	 gone	 further	 in	protecting	 consumers	 in	

consumers	 contracts,	 by	 allowing	 them	 to	 bring	 a	 claim	 in	 the	 domicile	 of	 the	

consumer.	This	 could	also	be	applied	 in	 cases	of	 consuming	 faulty	pharmaceutical	

products	by	evoking	the	special	articles	on	consumer	protection,	outlined	in	section	

4,	 Articles	 17-19	 of	 the	Brussels	 I	 Regulation	 (recast).79	The	 basic	 rule	 in	 product	

liability	cases	is	that	the	court	where	the	tort	has	been	committed	is	the	place	where	

the	cause	of	action	arose,	and	hence	this	rule	is	construed	in	the	favor	of	the	injured	

party.	The	reason	behind	this	is	that	in	product	liability	cases	the	injured	party	does	

not	need	to	go	to	the	place	where	the	manufacturer	is	settled	in	order	to	bring	the	

claim,	as	it	would	be	unfair	to	the	victim.		
In	 the	 light	 of	 protecting	 consumers	 EU	 law	has	 also	 predicted	 regulation	 of	

product	 liability	 by	 implementing	 a	 Directive,	 which	 also	 includes	 liability	 for	

defective	 medicinal	 products,	 the	 “Council	 Directive	 of	 25	 July	 1985	 on	 the	

approximation	of	the	laws,	regulations	and	administrative	provisions	of	the	Member	

States	concerning	liability	for	defective	products”80.	This	has	been	amended	by	the	

Directive	1999/34/EC	of	the	European	Parliament	and	of	the	Council	of	10	May	1999	

on	the	approximation	of	the	laws,	regulations	and	administrative	provisions	of	the	

Member	 States	 concerning	 liability	 for	 defective	 products.	81	The	 particularities	 of	

this	Directive	will	be	brought	up	in	more	detail	in	the	relevant	chapter	of	Medicinal	

Product	Liability	below.		

	

	

	

 
78		Bier	v	Mines	de	Potasse	d’	Alsace	[1976]	ECR	1735,	para	16	
79	Ibid	at	74,	Art	17-19.		
80	Council	Directive	85/374/EEC	of	25	July	1985	on	the	approximation	of	the	laws,	regulations	and	
administrative	provisions	of	the	Member	States	concerning	liability	for	defective	products;	Source:	
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex:31985L0374		
81	Directive	1999/34/EC	of	the	European	Parliament	and	of	the	Council	of	10	May	1999	amending	
Council	Directive	85/374/EEC	on	the	approximation	of	the	laws,	regulations	and	administrative	
provisions	of	the	Member	States	concerning	liability	for	defective	products	
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III.2.	Lex	Specialis	
	

Because	of	the	specificity	of	pharmaceutical	products,	their	use,	authorization	

and	 effects	 on	 human	 health	 EU	 law	 has	 adopted	 a	 number	 of	 regulations	 and	

directives	that	serve	as	legal	instruments	in	covering	every	aspect	relating	to	them.	

The	history	and	origins	of	the	European	regulation	on	medicines	has	been	outlined	

previously,	so	here	only	the	current	regulations	will	be	stated.		

Thus,	it	can	be	said	that	Directive	2001/83/EC82	is	considered	as	the	central	and	

most	 important	 law	 relating	 to	 authorization,	 manufacturing	 and	 distribution	 of	

medicines	 in	 the	 Union.	 From	 an	 executor’s	 point	 of	 view,	 it	 can	 be	 said	 that	

Regulation	 (EC)	 726/2004	 is	 equally	 important	 because	 it	 not	 only	 addresses	

authorization	 and	 supervision	 of	 medicines,	 but	 also	 establishes	 the	 European	

Medicines	Agency.	83Although	 it	 is	said	 to	be	advisory	only,	 in	reality	 the	scientific	

evaluation,	or	approval	of	a	medicine’s	application	will	depend	very	much	so	on	the	

recommendation	that	the	Agencies’	Committee	for	Medicinal	Products	for	Human	Use	

will	 give	 to	 the	 European	 Commission.	 This	 is	 particularly	 important	 for	 the	

completion	 of	 the	 so-called	 centralized	 procedure	 for	 obtaining	 a	 marketing	

authorization	of	pharmaceuticals,	valid	for	the	whole	territory	of	EU.84		It	is	for	that	

reason	 that	 a	 condition	 for	 being	 placed	 on	 the	 EU	market	 of	 pharmaceuticals,	 is	

having	 received	 an	 adequate	marketing	 authorization.	 In	 the	 legal	 framework	 for	

marketing	of	pharmaceuticals	in	the	EU	there	are	three	options	the	centralized	and	

decentralized	procedure,	and	mutual	recognition	procedure.			

 
82	Directive	2001/83/EC	of	the	European	Parliament	and	of	the	Council	of	6	November	2001	on	the	
Community	code	relating	to	medicinal	products	for	human	use;	Source:	http://eur-
lex.europa.eu/legal-content/en/ALL/?uri=CELEX:32001L0083		
83	Regulation	(EC)	No	726/2004	of	the	European	Parliament	and	of	the	Council	of	31	March	2004	
laying	down	Community	procedures	for	the	authorization	and	supervision	of	medicinal	products	for	
human	and	veterinary	use	and	establishing	a	European	Medicines	Agency	(Text	with	EEA	relevance);	
Source:	http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32004R0726		
84	European	Medicines	Agency.	(2016).	The	European	Regulatory	system	for	medicines:	A	consistent	
approach	to	medicine	regulation	across	the	EU	(No.	716925).	
https://www.ema.europa.eu/en/documents/leaflet/european-regulatory-system-medicines-
european-medicines-agency-consistent-approach-medicines_en.pdf			
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Additional	regulations	and	directives	have	been	passed,	relating	to	clinical	trials,	

pharmacovigilance,	 falsified	medicines,	 orphan	medicines,	 herbal	medicines	 etc.85	

The	basic	objectives	of	these	laws	are	to	ensure	good	standards	of	clinical	laboratory	

and	manufacturing	 practices,	 so	 that	 consumers	 have	 access	 to	 safe	 and	 effective	

medicines	within	EU’s	single	market.	As	the	laws	and	topics	in	this	area	are	vast,	the	

focus	in	this	thesis	will	be	on	determining	medicine	safety,	through	analyzing	adverse	

drug	 reactions	 databases,	 relevant	 regulations	 in	 this	 area	 and	 further	 assessing	

medicinal	 product	 liability	 litigation.	 	 Hence	 in	 that	 context	 among	 the	 topics	

elaborated	in	this	thesis	will	be	pharmacovigilance	regulation,	and	thus	it	 is	worth	

mentioning	that	the	relevant	regulations,	 that	would	fall	under	 lex	specialis	 in	this	

domain	are:	 	REGULATION	(EU)	No	1027/2012	OF	THE	EUROPEAN	PARLIAMENT	

AND	OF	THE	COUNCIL	of	25	October	2012	amending	Regulation	(EC)	No	726/2004	

as	 regards	 pharmacovigilance 86 ;	 DIRECTIVE	 2010/84/EU	 OF	 THE	 EUROPEAN	

PARLIAMENT	AND	OF	THE	COUNCIL	 of	 15	December	2010	 amending,	 as	 regards	

pharmacovigilance 87 ;	 COMMISSION	 IMPLEMENTING	 REGULATION	 (EU)	 No	

520/2012	 of	 19	 June	 2012	 	 on	 the	 performance	 of	 pharmacovigilance	 activities	

provided	for	in	Regulation	(EC)	No	726/2004	of	the	European	Parliament	and	of	the	

Council	and	Directive	2001/83/EC	of	the	European	Parliament	and	of	the	Council88.	

All	of	the	pharmacovigilance	laws	in	the	EU	are	implemented	with	the	objective	to	

contribute	 towards	 decreasing	 adverse	 effects	 of	 medicines,	 thereby	 increasing	

patient	safety	and	decreasing	with	that	morbidity	in	the	EU	since	current	statistics	

 
85	EudraLex	-	Volume	1	-	Pharmaceutical	legislation	for	medicinal	products	for	human	use.	(2021).	
Public	Health	-	European	Commission.	https://ec.europa.eu/health/documents/eudralex/vol-1_en	
	
86	REGULATION	(EU)	No	1027/2012	OF	THE	EUROPEAN	PARLIAMENT	AND	OF	THE	COUNCIL	of	25	
October	2012	amending	Regulation	(EC)	No	726/2004	as	regards	pharmacovigilance.	Source:	
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32012R1027		
87	DIRECTIVE	2010/84/EU	OF	THE	EUROPEAN	PARLIAMENT	AND	OF	THE	COUNCIL	of	15	December	
2010	amending,	as	regards	pharmacovigilance	Directive	2001/83/EC	on	the	Community	code	
relating	to	medicinal	products	for	human	use,	Source:	https://eur-
lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2010:348:0074:0099:EN:PDF		
88	COMMISSION	IMPLEMENTING	REGULATION	(EU)	No	520/2012		
of	19	June	2012		on	the	performance	of	pharmacovigilance	activities	provided	for	in	Regulation	(EC)	
No	726/2004	of	the	European	Parliament	and	of	the	Council	and	Directive	2001/83/EC	of	the	
European	Parliament	and	of	the	Council;	Source:		https://eur-
lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2012:159:0005:0025:EN:PDF		
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indicate	that	there	are	approximately	200.000	deaths	in	the	whole	EU	due	to	adverse	

drug	reactions.	89Guaranteeing	consumers	protection,	increasing	public	health	and	at	

the	 same	 time	 stimulating	 research	 and	 development	 with	 allowing	 appropriate	

legislation	for	innovation,	are	at	the	core	of	the	Communities	objectives	in	enacting	

this	kind	of	pharmaceutical	legislation.		

	 	

 
89	Pharmacovigilance	legislation.	(2020).	European	Medicines	Agency.	
https://www.ema.europa.eu/en/pharmacovigilance-legislation		
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IV.			Function	of	the	EMA	
	

The	European	Medicines	Agency	is	the	basic	regulatory	body	of	the	EU	when	it	

comes	 to	 assessing	 the	 safety	 and	 efficacy	 of	 pharmaceutical	 products	 through	

continuous	 evaluation	 and	 supervision	 with	 the	 basic	 goal	 of	 promoting	 and	

protecting	public	health.	Hence	one	of	the	core	functions	of	the	Agency	is	providing	

scientific	evaluation	and	gathering	and	coordinating	scientific	data	from	the	Member	

States	for	the	purposes	of	supervision,	evaluation	and	conducting	pharmacovigilance	

of	medicinal	products.	In	that	respect	the	EMA	has	set	a	so-called	pharmacovigilance	

network	for	the	continuous	monitoring	of	medicines’	safety,	and	has	for	instance	a	

central	database	where	the	information	regarding	side	–effects	of	certain	medicines	

is	 collected.	 Furthermore,	 this	 information	 is	 analyzed	 by	 the	 risk	 and	 benefit	

criterion	and	if	for	instance	the	adverse	effects	prevail,	the	Agency	is	authorized	to	

revoke	the	Marketing	Authorization	of	the	medical	product.	But	first	let’s	turn	to	the	

roots	of	the	foundation	of	this	Agency	briefly	in	order	to	see	where	its	legitimacy	has	

come	from.	

Before	the	EMA	had	been	founded	or	even	planed	there	was	an	immense	need	

for	synchronization	of	the	medical	product	liability	law	after	the	thalidomide	tragedy	

that	 struck	 the	 EU	 mostly	 apart	 from	 other	 countries.	 In	 that	 light	 the	 Council	

Directive	 65/65	 EEC	 was	 brought	 90 initializing	 the	 centralization	 of	 medicines’	

regulation	on	the	Continent.		

Further	to	this,	10	years	later	in	1975	two	additional	Council	Directives	were	

enacted	Council	Directive	 75/318/EEC91	regulating	 the	 testing	 of	 pharmaceuticals	

before	having	sought	a	marketing	authorization	and	Council	Directive	75/319/EEC92	

outlining	the	procedure	for	marketing	authorization	that	had	mainly	been	based	on	

mutual	recognition	by	the	national	boards	in	each	Member	State.	With	the	view	of	

 
90	Council	Directive	65/65/EEC	of	26	January	1965	on	the	approximation	of	provisions	laid	down	by	
law,	regulation	or	administrative	action	relating	to	medicinal	products	
91	Council	Directive	75/318/EEC	of	20	May	1975	on	the	approximation	of	the	laws	of	member	states	
relating	to	analytical,	pharmaco-toxicological	and	clinical	standards	and	protocols	in	respect	of	the	
testing	of	proprietary	medicinal	products.	Official	journal	L147	of	09.06.1975,	
92	Council	Directive	75/319/EEC	of	20	May	1975	on	the	approximation	of	provisions	laid	down	by	
law,	regulation	or	administrative	action	relating	to	proprietary	medicinal	products.	Official	Journal	
L147	of	09.06.1975	
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intensifying	the	collaboration	between	Member	states	of	the	EU	and	harmonizing	the	

standards	for	approval	of	medicines	the	Directive	had	set	a	Committee,	the	so	called	

Committee	 on	 Proprietary	 Medicinal	 Products	 (CPMP)	 that	 issued	 opinions	 on	

marketing	 authorizations	 on	 medicines.	 Nevertheless,	 its	 opinions	 were	 not	

mandatory	 to	 follow	 by	 the	 National	 Agencies	 which	 led	 to	 many	 bureaucratic	

procedures	following	authorization	and	was	assessed	as	quite	ineffective	in	general.	

The	EMA	was	officially	founded	in	1995	in	London	based	upon	the	decision	of	

the	 EU	 Heads	 of	 State	 and	 Government	 brought	 on	 29	 October	 1993	 and	 was	

primarily	known	as	European	Agency	for	the	Evaluation	of	Medicinal	Products.	The	

formal	 regulatory	 document	 upon	 which	 its	 legitimacy	 is	 drawn	 is	 the	 This	 EU	

Regulation	2309/93	from	Jul.	22,	1993.	The	EMA	is	currently	based	in	Amsterdam,	

the	Netherlands.		

Originally	this	regulation	contained	74	Articles	and	the	function	and	powers	of	

the	 Agency	 were	 put	 forward	 in	 the	 first	 four	 Articles	 mainly	 encompassing	 the	

procedures	 for	 authorization	 and	 supervision	 of	 medical	 products	 as	 well	 as	 the	

obligation	 for	 obtaining	 a	 Marketing	 Authorization	 prior	 to	 placing	 a	 medicinal	

product	 on	 the	 EU	market,	 after	 having	 completed	 a	 successful	 application	 to	 the	

Agency.	This	concept	of	having	a	single	authorization	for	the	whole	EU	market	stands	

at	 the	 core	 of	 EU	 Regulation	 of	 pharmaceuticals	 and	 the	 function	 of	 the	 EMA	 in	

general.	Hence	there	are	several	routes	for	obtaining	a	marketing	authorization	in	the	

EU:	centralized	procedure,	decentralized	and	mutual	recognition	procedure.	In	fact,	

the	 Council	 Directive	 relating	 to	 medicinal	 products	 for	 human	 use 93 	requires	 a	

medicinal	 product	 to	 have	 completed	 the	 procedure	 for	 obtaining	 a	 Marketing	

Authorization	(MA)	prior	to	being	placed	on	the	EU	market.		

	 	

 
93	Directive	2001/83/EC	of	the	European	Parliament	and	of	the	Council	of	6	November	2001	on	the	
Community	code	relating	to	medicinal	products	for	human	use.		
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V.	Routes	for	obtaining	a	Marketing	Authorization	
	

A	 Marketing	 Authorization	 contains	 the	 main	 characteristics	 of	 a	 medicinal	

product	such	as	conditions	of	usage,	dosage	and	refers	to	a	particular	patient	group.	

After	a	diligent	and	thorough	assessment	of	the	efficacy,	safety	and	quality	of	a	certain	

pharmaceutical	product	as	well	as	risk/benefit	balance	evaluation,	and	evaluation	of	

other	factors	such	as	environmental	implications	the	Competent	Authority	grants	a	

Marketing	 Authorization.	 It	 is	 important	 to	 note	 that	 the	 prime	 goal	 of	 the	 EU	

pharmaceutical	legislation	is	to	promote	and	protect	public	health;	therefore,	the	very	

process	of	obtaining	a	Marketing	Authorization	is	quite	elaborate.		

More	 precisely	 the	 conditions	 that	 each	 application	 for	 a	 new	 product	must	

fulfill	 are	 outlined	 in	 Article	 8	 of	 the	 Directive	 2001/83/EC,	 including	 relevant	

indications,	contra	indications,	pharmaceutical,	clinical	and	preclinical	study	results,	

safety	measures	etc.		

Depending	 on	 various	 factors	 such	 as	 the	 type	 of	 pharmaceutical	 product,	

applicability	and	therapeutic	area	of	the	product	as	well	as	individual	choice	of	the	

pharmaceutical	 company,	 there	 are	 four	 routes	 for	 obtaining	 a	 marketing	

authorization	for	a	certain	medicinal	product	in	the	EEA:	

• Centralized	procedure	

• Decentralized	procedure	

• Mutual	recognition	procedure		

• National	procedure	

V.1.	Centralized	procedure	
	

									The	Centralized	procedure	has	the	purpose	of	offering	a	single	marketing	

authorization	and	assessment	valid	for	the	whole	European	Union.	This	procedure	is	

convenient	because	once	the	EU	Commission	grants	the	said	authorization	it	will	be	

binding	 for	 all	 Member	 states.	 This	 procedure	 is	 usually	 suitable	 for	 products	

marketed	by	 larger	pharmaceutical	 companies	 targeted	 for	a	wider	market	on	 the	

whole	of	EU,	whilst	the	national	procedure	is	usually	preferred	for	products	that	are	

intended	to	be	marketed	in	a	single	Member	State.	It	 is	important	to	note	that	this	
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procedure	 is	 compulsory	 for	 certain	 types	 of	medicines	 such	 as	 the	 ones	 for	 rare	

diseases,	innovative	medicine,	advanced	therapy	medicines,	etc.	These	are	outlined	

in	detail	by	the	Regulation	726/2004,	in	Article	3(1)	and	the	following	Annex	of	the	

Regulation.	

In	particular	 the	Regulations	deem	the	centralized	procedure	compulsory	 for	

the	following	medicinal	products:	

• All	medicinal	products	that	have	been	developed	by	usage	of	biotechnological	

processes	 (More	 precisely	 defined	 in	 the	 beginning	 of	 the	 Annex	 of	 Regulation	

726/2004) 94 .	 Some	 examples	 of	 these	 products	 include	 gene	 therapy	 products,	

certain	 vaccines	 developed	 by	 way	 of	 recombinant	 DNA	 technology,	 medicinal	

products	containing	monoclonal	antibodies,	as	well	as	cell	therapy	products;	

• Advanced	therapy	medicinal	products	95;	

• Medicinal	 products	 containing	 new	 active	 substances	 for	 treating:	 cancer,	

diabetes,	auto-immune	diseases	and	other	immune	dysfunctions,	neurodegenerative	

diseases,	viral	diseases	;	

• Orphan	medicinal	products.		

	

Nonetheless,	 there	 are	 also	 certain	medicinal	 products	 that	 could	 be	 eligible					

for	 a	 grant	 of	Marketing	 Authorization	 via	 the	 Centralized	 procedure	 but	 are	 not	

within	 the	 mandatory	 ones	 above	 mentioned.	 As	 stipulated	 by	 Article	 3	 (2)	 b	 of	

Regulation	726/2004,	 this	 includes	medicinal	products	 that	are	deemed	 to	have	a	

substantial	therapeutic,	scientific	or	technical	innovation	or	that	the	grant	of	an	MA	

is	 in	 the	 interest	 of	 the	 patients	 at	 a	 Community	 level.	 Also,	 medicinal	 products	

containing	 a	 new	 active	 substance	 that	 had	 not	 been	 authorized	 prior	 to	 the	

enactment	of	the	latter	Regulation,	and	yet	are	not	part	of	the	mandatory	medicines	

of	the	abovementioned	list,	are	eligible	for	the	Centralized	procedure.96		

 
94	Annex	of	REGULATION	(EC)	No	726/2004	OF	THE	EUROPEAN	PARLIAMENT	AND	OF	THE	
COUNCIL	of	31	March	2004	laying	down	Community	procedures	for	the	authorisation	and	
supervision	of	medicinal	products	for	human	and	veterinary	use	and	establishing	a	European	
Medicines	Agency,	p.33;		
95	More	precisely	defined	in	Article	2	of	Regulation	(EC)	No	1394/2007	of	the	European	Parliament	
and	of	the	Council	of	13	November	2007	on	advanced	therapy	medicinal	products;	
96	Article	3	(2)a	of	Regulation	726/2004	
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The	procedure	is	consisted	in	an	application	by	the	pharmaceutical	company	to	

the	European	Medicines	Agency	after	which	the	Agency’s	Committee	for	Medicinal	

Products	for	Human	Use	conducts	an	assessment	and	further	issues	an	opinion	to	the	

European	Commission	on	whether	or	not	the	particular	medicines	ought	to	receive	a	

marketing	authorization.	Also,	it	is	important	to	note	that	the	applicant	has	to	request	

a	confirmation	of	the	products	eligibility	for	assessment	by	providing	a	justification	

for	 the	 product	 in	 question	 before	 applying	 for	 the	 CP.	 After	 this	 is	 issued,	 the	

scientific	committee	of	the	Agency,	Committee	for	Medicinal	Products	for	Human	Use	

provides	a	full	scientific	evaluation	of	the	product,	after	which	it	sends	the	opinion	to	

the	 EMA	 for	 consideration.	 Once	 the	 Agency	 provides	 a	 positive	 opinion	 the	 EU	

Commission	in	most	cases	will	uphold	this	opinion	as	well	and	grant	the	Marketing	

authorization.		

In	more	detail	the	whole	procedure	is	as	follows:	

• Commencing	from	the	so-called	pre-submission	stage,	usually	being	7	months	

prior	 to	 submission,	 the	 applicant	 ought	 to	 inform	 the	 EMA	 of	 the	 intention	 for	

applying	 for	 a	 Centralized	Marketing	 authorization.	 The	 pharmaceutical	 company	

should	thus	provide	a	document	including	the	reasons	that	justify	the	application	for	

the	CP,	the	main	characteristics/strengths	of	the	products,	name,	and	legal	basis	for	

the	application	itself.		Once	the	EMA	has	examined	the	pre-submission	documentation	

it	informs	the	applicant	of	the	outcome,	i.e.	whether	it	has	been	accepted	for	the	CP.	

If	the	outcome	is	positive,	it	further	assigns	a	so	called	rapporteur	from	the	members	

of	the	CHMP.	The	basic	duty	of	the	rapporteur	is	coordination	of	the	work	among	the	

Agency,	the	national	Competent	Authorities	and	other	institutions	consulted	in	the	

process.	Usually	the	CHMP	appoints	a	second,	co-rapporteur	with	the	view	to	provide	

the	most	objective	scientific	evaluation.	Further	to	this	the	rapporteurs	will	form	an	

assessment	team	of	experts,	derived	from	the	EMA’s	list	of	experts.	

• The	applicant	should	then	submit	a	Common	Technical	Document	known	as	a	

‘dossier’	 to	 the	 rapporteurs	 and	 the	 EMA	 simultaneously.	 The	 conditions	 for	 the	

application	 procedure	 are	 outlined	 in	 Article	 8(3),	 or	 10	 a	 of	 the	 Directive	

2001/83/EC,	 depending	 on	 whether	 the	 active	 substance	 is	 new	 and	 would	 be	
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eligible	for	the	full	application,	or	already	known	in	which	case	it	would	fall	under	the	

well-established	use	procedure.		

• There	is	certain	fee	for	the	Centralized	procedure	that	is	payable	to	the	Agency	

and	is	generally	higher	in	comparison	to	the	other	procedures,	but	certain	reductions	

are	 possible	 in	 exceptional	 circumstances	 like	 for	 the	 purpose	 of	 serving	 public	

health,	or	for	orphan	medicines.		

• The	first	stage	of	the	official	assessment	commences	after	this,	and	there	is	a	

regulatory	 requirement	 that	 the	CHMP	complete	 their	 evaluation	within	210	days	

from	the	date	of	receipt	of	the	application.97		The	rapporteur	issues	a	draft	assessment	

and	sends	it	to	the	CHMP	by	day	80,	after	which	the	members	of	the	Committee	can	

evaluate,	discuss	the	draft	assessment	and	pose	any	questions	in	relation	to	it.	Further	

to	this	and	in	consultation	with	the	EMA,	the	Rapporteurs	will	make	a	list	of	the	main	

questions	 for	 the	 applicant	 by	 day	 120.	 These	 will	 then	 be	 sent	 to	 the	 applicant	

together	with	the	basic	scientific	analysis	and	remarks.	The	pharmaceutical	company	

then	 has	 three	 months’	 time	 to	 consider	 and	 answer	 these	 questions,	 or	 a	

recommendation	for	withdrawing	the	application	will	be	issued.	Once	the	applicant	

sends	back	the	answers	the	rapporteurs	together	with	members	of	the	CHMP	issue	a	

final	assessment	report	by	day	170.	The	final	stage	of	this	assessment	phase	is	waiting	

for	the	CHMP’s	opinion	on	delivering	a	positive	or	negative	opinion	with	regards	to	

the	 application.	 The	 Committee	 analyses	 whether	 the	 dossier	 fulfills	 the	 legal	

conditions	 set	 forth	 in	 the	 Directive	 and	 Regulation	 relating	 to	 the	 granting	 of	

marketing	authorization	of	medicines	via	the	centralized	procedure.	The	CHMP	has	

the	right	to	conduct	inspections	on	the	manufacturing	site,	or	claim	certain	laboratory	

tastings,	and	may	pose	certain	questions	for	the	applicant	by	day	180.	The	applicant	

is	 given	 a	 month	 to	 answer	 these	 questions.	 However	 if	 it	 is	 concluded	 that	 the	

applicant	does	not	fulfill	the	authorization	criteria	for	quality	safety	and	efficacy	of	

the	 medicinal	 product,	 the	 EMA	 is	 obliged	 to	 promptly	 notify	 the	 applicant.	 The	

applicant	 has	 the	 right	 to	 apply	 for	 reconsideration	 of	 this	 decision,	 according	 to	

Article	9(2)	of	the	Regulation	726/2004.		

 
97	Article	6(3)	of	Regulation	726/2004		
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• The	final	opinion	on	the	application	is	prepared	by	the	EMA	in	consultation	

with	the	CHMP,	and	finally	adopted	by	a	majority	of	CHMP	members,	or	a	consensus.	

As	aforementioned	this	processed	would	be	completed	within	a	total	of	210	days	after	

which	 the	 EMA	 send	 the	 full	 documentation	 and	 conclusions	 to	 the	 applicant,	

Commission	and	Member	States	respectively.	After	receiving	this	applicant	has	the	

obligation	 to	 provide	 translations	 of	 the	 product	 characteristics,	 labeling,	 package	

leaflet,	and	environmental	risk	report	in	all	of	the	languages	of	the	EU.	 	Finally	the	

EMA	 announces	 a	 summary	 of	 the	 opinion	 of	 the	 CHMP	 on	 its	website.	 Once	 the	

European	Commission	has	brought	a	decision	 this	summary	 is	amended	by	 the	so	

called	European	Public	Assessment	Report.	Hence	after	receiving	either	a	positive	or	

negative	 opinion	 from	 the	 CHMP	 the	 Commission	 has	 15	 days	 to	 prepare	 a	 draft	

decision.	In	case	that	the	Commission’s	decision	is	different	from	the	CHMP’S	opinion,	

it	is	obligatory	that	the	Commission	provide	a	detailed	explanation	for	its	reasoning.	

The	 draft	 decision	 is	 then	 sent	 to	 the	 Member	 states	 and	 the	 applicant,	 and	 has	

approximately	 one	month	 to	 finalize	 the	 decision-making	 procedure.	 Once	 a	 final	

decision	is	brought	it	is	then	sent	to	the	EMA.		

In	 certain	 cases	 of	 conditional	 or	 exceptional	 circumstances	 there	 might	 be	

special	 procedures	 available	 under	 the	 CP	 route	 for	Marketing	 authorization.	 The	

possibilities	 for	 such	 grants	 are	 outlined	 in	more	 detail	 in	 Article	 14(7,	 8)	 of	 the	

Regulation.	 Another	 type	 of	 special	 procedure	 is	 available	 for	 the	 so	 called	

‘compassionate	use’	of	medicines	that	adhere	to	medicinal	products	for	the	treatment	

of	chronic	or	serious	life-threatening	diseases	that	cannot	be	treated	by	an	already	

authorized	 medicinal	 product.	 In	 this	 case	 it	 is	 required	 that	 the	 product	 be	

undergoing	clinical	trials	or	already	eligible	for	a	MA.		

The	 Centralized	 procedure	 is	 convenient	 because	 once	 the	 EU	 Commission	

grants	the	said	authorization	it	will	be	binding	for	all	Member	states.	Although	this	

marketing	authorization	route	may	take	a	bit	longer	and	is	generally	more	expensive	

than	the	other	routes	 it	 is	convenient	because	after	the	MA	is	obtained	there	 is	no	

additional	 obligation	 in	 obtaining	 MA	 from	 the	 national	 agencies.	 Indeed	 the	

Commission	Guidelines	also	emphasize	that	once	a	medicinal	product	has	obtained	a	

MA	via	 the	centralized	procedure	 it	cannot	be	 further	required	to	 fulfill	additional	
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national	MA	requirements.	Additionally,	 if	 another	applicant	wishes	 to	apply	 for	a	

Marketing	Authorization	for	another	product	with	the	same	generic	substance,	he	is	

considered	to	have	automatic	access	to	the	Centralized	procedure,	although	this	is	not	

obligatory.			

	

V.2.	Mutual	recognition	procedure		
	

This	route	for	Marketing	Authorization	is	applied	for	medicinal	products	that	

are	holders	of	a	National	MA	in	one	Member	State	and	are	to	be	marketed	in	other	

Member	States	through	the	EU.	In	this	procedure	the	first	state	in	which	the	product	

already	has	been	granted	a	National	Marketing	authorization,	 is	called	a	Reference	

Member	State.		The	other	states	involved	in	this	procedure,	the	so-called	Concerned	

Member	 States	 recognize	 the	 decision	 of	 the	 Reference	 Member	 State.	 Once	 the	

Mutual	 recognition	 procedure	 has	 been	 completed	 the	medical	 product	 will	 have	

obtained	a	Marketing	Authorization	in	the	Concerning	Member	states	similar	to	the	

one	obtained	in	the	Reference	Member	State.		

However	 it	 is	 important	 to	 note	 that	 this	 route	 for	 obtaining	 a	 MA	 is	 not	

appropriate	 for	 the	 medicinal	 products	 for	 which	 the	 Centralized	 procedure	 is	

obligatory.	 Nonetheless	 if	 a	 Member	 State	 receives	 a	 MA	 Application,	 but	 is	

subsequently	informed	that	a	Marketing	Authorization	is	already	granted	in	another	

Member	 State	 for	 the	 same	 medicinal	 product,	 the	 Member	 State	 in	 question	 is	

obliged	to	reject	the	application	had	it	not	been	done	in	accordance	with	the	Mutual	

Recognition	procedure	as	stipulated	in	Article	18	OF	Directive	2001/	83/EC.		

In	short	the	application	process	of	the	Mutual	recognition	procedure	consists	of	

the	following	stages:	

1.	The	Reference	Member	State	grants	a	national	validation;	

2.	The	Reference	Member	State	then	prepares	an	Assessment	report;	

3.	The	Concerning	Member	States	then	validates	the	latter;	

4.	Following	this	the	Concerning	Member	States	approve	the	report;	

5.	In	certain	cases	there	is	a	discussion	with	the	coordination	group;	

6.	The	National	Marketing	authorization	is	granted	
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In	order	to	commence	this	procedure,	the	applicant	ought	to	choose	a	Reference	

Member	State	that	is	further	entitled	to	verify	the	safety,	quality	and	efficacy	of	the	

medicinal	 product.	 Further	 to	 this	 the	 Reference	 Member	 State	 prepares	 an	

assessment	report	that	usually	contains	an	updated	dossier.	Here	it	is	important	that	

the	RMS	together	with	the	applicant	consider	when	drafting	the	summary	of	basic	

product	 characteristics,	 labeling,	 package	 leaflet	 information	 etc.,	 if	 there	 are	 any	

similar	 products	 with	 same	 active	 substances	 already	 undergoing	 a	 Mutual	

Recognition	procedure	or	Decentralized	procedure.	This	stage	takes	up	to	90	days	in	

total	until	the	report	is	sent	to	the	Concerning	Member	States	and	the	applicant.	When	

the	RSM	has	approved	the	aforementioned	assessment	report	and	has	subsequently	

sent	it	to	the	Concerning	Member	States	alongside	the	applicant’s	dossier,	the	CMS	

have	to	verify	the	documentation	with	respective	fees	and	have	14	days	in	total	for	

the	 validation	 process.	 Once	 the	 validation	 is	 completed	 the	 assessment	 report	

undergoes	a	ninety-day	approval	procedure	by	the	CMS,	and	all	pending	queries	by	

the	Concerning	Member	States	are	managed	through	the	Reference	Member	State.	

The	 discussions	 among	 the	 latter	 regard	 the	 basic	 indications,	 contraindications,	

precautions	and	storage	requirements	in	general.	Also,	there	are	meetings	held	by	the	

Concerning	Member	States	on	a	regular	basis	as	part	of	the	Coordination	Group	for	

Mutual	Recognition	and	Decentralized	procedure-human.	However	as	opposed	to	the	

practice	of	the	Centralized	procedure	aforementioned,	in	these	meetings	the	CMS	do	

not	 have	 a	 complete	 discretion	 in	 disagreeing	 with	 the	 Reference	 Member	 State.	

According	to	EU	case	law98	the	Concerning	Member	State	(or	any	Member	state)	is	

precluded	 from	 refusing	 the	 application	 for	 mutual	 recognition	 of	 a	 marketing	

authorization	 of	 a	 medicinal	 product	 on	 the	 grounds	 that	 the	 product	 is	 not	

“essentially	similar	to	the	reference	product”99,	and	deems	it	contrary	to	Community	

law.	The	refusal	of	recognition	of	judgment	by	the	Concerning	Member	State	would	

be	accepted	solely	in	the	case	where	the	medicinal	product	in	question	could	pose	a	

serious	risk	to	public	health.		

 
98	Judgment	of	the	Court	(First	Chamber)	of	16	October	2008.	The	Queen,	on	the	application	of	
Synthon	BV	v	Licensing	Authority	of	the	Department	of	Health,	Case	C-452/06	
99	Ibid	at	91;		
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In	 the	 case	where	 the	 Concerning	Member	 States	 do	 not	 approve	 the	 RMS’s	

validation,	 the	 case	 is	 further	 passed	 on	 to	 the	 Coordination	 Group	 for	 Mutual	

Recognition	and	Decentralized	procedure-human.	(CMD)	to	discuss	 the	underlying	

issues	 and	 is	 expected	 to	 reach	 a	 final	 agreement	 by	 the	 60th	 day.	 If	 again	 no	

agreement	could	be	reached	the	case	is	further	referred	to	the	CHMP	for	arbitration	

and	reaching	a	final	decision	on	an	EU	level.	The	final	stage	of	granting	MA	under	the	

Mutual	 recognition	 procedure	 is	 providing	 translations	 of	 the	 main	 product	

characteristics,	 labeling,	 package	 etc.,	 to	 all	Member	 states,	 in	 a	 period	 of	 5	 days,	

followed	by	acceptance	of	 the	national	 authorities	 in	a	period	of	30	day,	 and	 final	

grant	of	National	MA’s.			

	

V.3.	Decentralized	procedure		
	

The	Decentralized	procedure	has	the	purpose	of	authorizing	a	new	medicinal	

product	that	has	not	yet	received	a	MA	in	any	Member	State	of	 the	EU.	Under	this	

procedure	a	MA	is	sought	concurrently	in	several	Member	States.	As	opposed	to	the	

MRP	explained	above,	the	DCP	does	not	allow	granting	a	National	MA	from	a	Member	

State	whilst	an	application	has	been	also	made	in	another	MS	for	the	same	medicinal	

product.	If	a	certain	medicinal	product	has	already	obtained	a	national	MA	in	that	case	

the	Mutual	recognition	procedure	would	be	more	appropriate.	

The	 aim	 of	 the	 decentralized	 procedure	 is	 basically	 to	 offer	 a	 route	 for	 a	

prompter	authorization	process	in	national	legislations.	

Similarly,	 to	 the	Mutual	 recognition	procedure	explained	above	 the	applicant	

selects	a	Reference	Member	State,	and	the	other	states	to	which	the	application	for	

MA	is	sent	are	referred	to	as	Concerning	Member	State.	The	Decentralized	procedure	

could	hence	be	initiated	by	the	Member	state	or	the	applicant.	In	both	cases	though	

the	same	Marketing	Authorization	application	is	simultaneously	sent	to	the	RMS	and	

CMS.	Once	completed	successfully,	the	full	assessment	report,	together	with	product	

characteristics,	 package	 information	 labeling,	 etc.	 that	 have	 been	proposed	by	 the	

Reference	Member	State,	get	approval	by	all	of	the	Member	States	concerned.	Most	

usually	the	Concerning	Member	States	approve	the	report	by	the	RMS,	however	they	
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might	object	only	when	they	believe	that	the	medicinal	product	might	pose	a	serious	

hazard	to	public	health,	as	stipulated	in	Article	29	of	the	Directive	2001/83/EC.100		

In	this	event	similarly	as	in	the	MRP	abovementioned	a	discussion	is	initiated	

within	the	CMD,	whereby	also	the	applicant	can	state	his	opinions.	The	time	frame	

allowed	 in	 these	discussions	under	 the	Decentralized	procedure	 is	60	days	until	 a	

final	 agreement	 is	 reached.	 If	 a	decision	 cannot	be	 reached	 the	 case	 is	 sent	 to	 the	

CHMP	at	the	EMA		which	further	sends	its	opinion	to	the	CMS,	RMS,	applicant	and	the	

Commission,	whereby	the	Commission	has	the	final	word	as	to	whether	a	Marketing	

Authorization	should	be	granted.		

The	whole	application	procedure	is	as	follows:	

1. The	applicant	seeks	approval	from	a	National	Competent	authority	to	become	a	

Reference	Member	State.	Then	the	applicant	files	the	dossier	parallel	to	the	RMS	

and	CMSs,	in	the	next	14	days.	

2. The	RMS	and	CMS	validate	the	application	and	the	RMS	begins	the	Decentralized	

procedure	at	this	point.		

3. Further	 to	 this	 by	 day	 70	 the	 RMS	 prepares	 a	 so	 called	 preliminary,	 draft	

assessment	report	that	is	sent	to	the	CMSs	to	approve.	Then	the	CMS	can	analyze	

the	report	and	send	respective	queries	to	the	RMS	by	day	100.		

4. Finally,	the	RMS,	CMS	and	applicant	are	expected	to	reach	a	consensus	on	the	

assessment	report.at	this	point	the	applicant	has	about	3	months	to	reply	to	any	

issues	and	concerns	regarding	the	dossier.		

	

However,	it	should	be	noted	that	the	exact	timing	of	the	decentralized	procedure	

depends	on	the	level	of	synchronization	among	the	RMS,	CMS	and	the	applicant	as	

well	as	the	very	quality	of	the	dossier	itself.		

	

V.4.	National	procedure		
	

 
100	Article	29(1,2)	of		Directive	2001/83/EC	of	the	European	Parliament	and	of	the	Council	of	6	
November	2001	on	the	Community	code	relating	to	medicinal	products	for	human	use;	
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Should	the	applicant	be	willing	to	seek	a	Marketing	Authorization	only	in	one	

Member	 State	 then	 he	 is	 advised	 to	 use	 the	 National	 procedure.	 However,	 it	 is	

interesting	 to	 note	 that,	 the	 national	 procedure	 cannot	 be	 used,	 as	 designated	 in	

Article	 18	 of	 the	Directive101,	where	 a	Marketing	 Authorization	 is	 already	 held	 in	

another	Member	 State	 for	 the	 same	medicinal	 product.	Nonetheless	 it	 is	worth	 to	

mention	that	also	multiple	national	applications	cannot	be	made	in	various	Member	

States	for	the	same	product	because	in	that	event	the	Mutual	Recognition	Procedure	

is	applicable.		

The	rules	regarding	the	application	process	of	the	national	procedure	depend	

mostly	on	the	national	legislation	and	the	procedural	requirements	of	the	National	

Regulatory	 Agency	 in	 a	 Member	 State.	 Each	 National	 Agency	 has	 its	 own	 rules	

regarding	 assessment	 of	 the	 effectiveness,	 safety	 and	 quality	 of	 new	 medicinal	

products	but	nonetheless	the	standards	set	by	national	laws	and	regulations	are	still	

in	 line	 with	 the	 European	 Directive	 on	 medicinal	 products.	 Usage	 of	 these	

synchronized	standards	makes	further	recognition	by	another	Member	State	much	

easier.		

	
From	all	of	the	above	it	can	be	seen	that	prior	to	placing	a	pharmaceutical	on	the	EU	

market	there	are	vigorous	checks	and	procedures	to	be	conducted	by	various	

committees	and	thus	every	aspect	of	licensing	concerning	the	European	Medicines	

Agency’s	regulatory	tools	is	thoroughly	and	extensively	controlled.	In	the	following	

sections	it	will	be	seen	how	this	affects	reporting	of	ADR’s	and	innovation,	as	well	as	

medicinal	product	liability	in	various	EU	countries.		 	

 
101	Article	18	of	the	Directive	2001/83/EC	of	the	European	Parliament	and	of	the	Council	of	6	
November	2001	on	the	Community	code	relating	to	medicinal	products	for	human	use.	
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VI.			Pharmacovigilance	
	

Although	the	full	procedure	of	regulation	of	pharmaceuticals	in	the	EU	is	vast	

and	complex	and	consists	of	many	components	this	research	will	focus	on	the	basic	

steps	 for	 ensuring	 proper	 safety	 of	 medicinal	 products	 through	 adequate	

authorization	 monitoring	 and	 supervision.	 Once	 the	 medical	 products	 have	 been	

authorized	 in	 the	 EU	 they	 will	 be	 further	 observed	 for	 compliance	 with	 safety	

standards	 through	 the	 continuous	monitoring	 of	 the	 so	 called	 pharmacovigilance	

system.	 The	 very	 term	 pharmacovigilance	 dates	 from	 ancient	 Greece	 and	 literally	

means	 watchfulness	 or	 vigilance	 of	 medicines	 (pharmaco	 being	 medicine	 and	

vigilance-	watchfulness).	 Hence	 pharmacovigilance	 in	 itself	means	 the	 exercise	 of	

activities	 related	 to	 detection,	 assessment,	 and	monitoring	 of	 the	 safety	 risks	 and	

adverse	 effects	 of	 pharmaceuticals.	 	 The	 European	 Medicine	 Agency	 has	 for	 this	

purpose	 set	 a	 very	 coordinated	 and	 thorough	 system	 of	 conducting	

pharmacovigilance	throughout	the	Union	involving	collaboration	among	healthcare	

professionals,	National	 competent	 authorities	of	Member	States,	 the	EMA,	 and	 the	

European	Commission.	102	

The	reason	for	establishing	this	system	despite	having	an	extensive	system	of	

marketing	 authorization	 prior	 to	 approving	 a	 certain	medicinal	 product	 is	 that	 in	

practice	at	the	time	a	new	product	is	put	on	the	market	there	is	only	a	limited	number	

of	 information	existing	from	clinical	 trials	as	to	the	potential	side	effects,	and	with	

certain	medicines	it	could	take	years	to	establish	the	existing	adverse	effects	on	some	

patient	groups.	Accordingly,	with	the	EU	pharmacovigilance	practice	a	risk-	benefit	

analysis	 is	 conducted	 through	 continuous	 monitoring	 of	 new	 information	 on	 the	

pharmaceutical	 and	 its	 effects,	 and	 power	 is	 given	 to	 the	 authorities	 for	 making	

decisions	on	a	European	level.	Hence,	one	of	the	very	reasons	as	to	why	there	are	very	

few	 cases	 of	 product	 liability	 in	 pharmaceuticals	 is	 indeed	 the	 well-established	

system	 of	 pharmacovigilance	 under	 the	 European	 regulatory	 system.	 Indeed,	 as	

 
102	Pharmacovigilance:	Overview.	(2021).	European	Medicines	Agency.	
https://www.ema.europa.eu/en/human-regulatory/overview/pharmacovigilance-overview		
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scholars	have	noted	“The	EU	Pharmacovigilance	system	is	one	of	the	most	advanced	

comprehensive	systems	in	the	world.”103	

	

VI.1.	Relevant	legislation		

	

The	main	laws	from	which	legitimacy	to	conduct	pharmacovigilance	is	derived	

were	 the	Regulation	726/2004104	and	Directive	 2001/83/EC.	 Further	 to	 them	 the	

Regulation	 1235/2010	 and	 Directive	 2010/84/EU 105 	on	 pharmacovigilance	 were	

adopted.		Finally	with	the	introduction	of	the	amended	Regulation	2012/1027/EU106	

and	Directive	2012/26/EU107	the	EU	regulatory	 framework	was	completed,	and	so	

far	is	functioning	efficiently.	The	Guidance	documents	by	which	pharmacovigilance	is	

conducted	 for	 post	marketing	 authorization	medicines	had	primarily	 been	 sent	 in	

document	 called	 ‘Volume	 9A’	 but	 have	 subsequently	 been	 changed	 with	 the	

introduction	of	Good	Pharmacovigilance	Practice	Guidelines.108	The	GVP	Guidelines	

are	basically	a	set	of	rules	that	relate	to	the	performing	of	pharmacovigilance	practice	

in	the	EU	intended	for	the	EMA,	MA	holders,	and	national	regulatory	authorities	in	

Member	States.		The	core	objectives	of	these	are	ensuring	patient	safety	whilst	at	the	

 
103	Shorthose,	S.	&	Bird	&	Bird	LLP.	(2017).	Guide	to	EU	Pharmaceutical	Regulatory	Law	(7th	ed.,	Vol.	
1,	p.	347).	Wolters	Kluwer.	
104	REGULATION	(EU)	No	1235/2010	OF	THE	EUROPEAN	PARLIAMENT	AND	OF	THE	COUNCIL	of	15	
December	2010	amending,	as	regards	pharmacovigilance	of	medicinal	products	for	human	use,	
Regulation	(EC)		No	726/2004	laying	down	Community	procedures	for	the	authorisation	and	
supervision	of		medicinal	products	for	human	and	veterinary	use	and	establishing	a	European	
Medicines;	Source:	https://eur-
lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2010:348:0001:0016:EN:PDF		
105	DIRECTIVE	2010/84/EU	OF	THE	EUROPEAN	PARLIAMENT	AND	OF	THE	COUNCIL	of	15	
December	2010	amending,	as	regards	pharmacovigilance,	Directive	2001/83/EC	on	the	Community	
code	relating	to	medicinal	products	for	human	use,	Source:	https://eur-
lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2010:348:0074:0099:EN:PDF		
106	REGULATION	(EU)	No	1027/2012	OF	THE	EUROPEAN	PARLIAMENT	AND	OF	THE	COUNCIL	of	25	
October	2012	amending	Regulation	(EC)	No	726/2004	as	regards	pharmacovigilance.	Source:	
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32012R1027	
107	DIRECTIVE	2012/26/EU	OF	THE	EUROPEAN	PARLIAMENT	AND	OF	THE	COUNCIL	of	25	October	
2012amending	Directive	2001/83/EC	as	regards	pharmacovigilance.	Source:	https://eur-
lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2012:299:0001:0004:EN:PDF		
108	Good	pharmacovigilance	practices.	(2021).	European	Medicines	Agency.	
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/pharmacovigilance/good-
pharmacovigilance-practices		
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same	time	promoting	public	health	 through	providing	sensible	 information	on	 the	

benefits	and	risks	that	pharmaceuticals	have.		

The	pharmaceutical	companies	are	legally	bound	to	submit	both	pre	and	post	

Marketing	Authorization	pharmacovigilance	reports	respectively.	The	reason	for	the	

latter	is	obvious	in	that	a	side	effect	of	a	medicine	usage	can	appear	much	later	than	

the	clinical	trial	phase	and	may	in	some	instances	be	due	to	the	illness	of	the	patient	

and	not	 related	 to	 the	nature	of	 the	medicine	 itself.	 	 According	 to	Article	9	 of	 the	

Directive	2001/83/EC	the	applicant	in	a	MA	procedure	ought	to	inform	concisely	on	

the	pharmacovigilance	system	that	he	intends	to	put	in	place.	Once	the	MA	procedure	

is	over	and	all	necessary	obligations	are	fulfilled	the	applicant	should	implement	the	

pharmacovigilance	 system.	There	 is	 a	 unified	European	 site	 for	 reporting	 adverse	

side	 effects	 of	 medicine	 known	 as	 EduraVigilance.	 109 	The	 European	 Medicine’s	

Agency	is	in	charge	of	managing	and	analyzing	the	data	related	to	adverse	side	effects	

of	 pharmaceuticals	 and	 maintaining	 the	 database.	 The	 safety	 reports	 of	 certain	

medicines	are	usually	sent	to	the	Competent	Authorities.	In	the	case	where	the	Edura	

Vigilance	Clinical	Trial	is	used	the	adverse	reactions	are	put	forward	in	the	warnings,	

contraindications	and	adverse	reaction	sections.	On	the	other	hand,	where	the	Edura	

Vigilance	 Post	 Authorization	 Mode	 is	 used	 safety	 information	 is	 gathered	 more	

thoroughly	throughout	the	years	 in	order	to	conduct	an	accurate	evaluation	of	 the	

risks	and	benefits	of	consumption	of	a	pharmaceutical.	Thus,	for	instance	after	careful	

evaluation	of	the	adverse	reactions	conducted	in	the	pharmacovigilance	assessment	

some	 medicines	 have	 been	 banned	 from	 the	 market	 such	 as	 Vioxx,	 Lipobay	 and	

Prexige.	 Yet	 another	 example	 of	 the	work	 of	 the	 EU	 Pharmacovigilance	 system	 is	

conducting	reports	regarding	products	used	to	face	pandemics	such	as	the	swine	fly	

 
109	EduraVigilance	-	European	database	of	suspected	adverse	drug	reaction	reports.	European	
Medicines	Agency.	https://www.adrreports.eu/			
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vaccination	 data	 report 110 	and	 the	 current	 Pharmacovigilance	 Plan	 of	 the	 EU	

Regulatory	Network	for	the	Covid	19		Vaccines.	111		

Moreover,	 another	 aspect	 as	 to	 why	 pre	 authorization	 pharmacovigilance	

practice	is	so	important	is	the	financial	burden	that	pharmaceutical	companies	face	

when	a	certain	new	product	is	removed	from	the	market	after	clinical	trial	procedures	

have	been	completed.	Also,	in	preventing	medical	product	liability	claims	that	might	

follow	afterward	resulting	in	harmful	effects	primarily	for	patients	but	also	for	the	

companies	 themselves,	 a	 good	 pre	 authorization	 pharmacovigilance	 practice	 is	

essential.	Although	the	current	EU	system	of	pharmacovigilance	is	very	efficient	and	

indeed	proven	one	of	the	best	worldwide,	research	suggests	that	with	even	greater	

improvement	the	results	on	patient	safety	can	be	immense.	For	example,	according	

to	a	Report	from	the	EMA	on	the	Agencies	pharmacovigilance	practices	it	is	claimed	

that	advances	in	the	current	pharmacovigilance	system	could	have	a	direct	positive	

effect	on	human	health.	112	

The	 pre	 authorization	 pharmacovigilance	 practice	 basically	 consists	 of	

continuous	monitoring	 in	 the	clinical	 trial	phase.	Primarily	 the	adverse	effects	are	

reported	 by	 volunteers	 or	 patients	 in	 the	 trials	 directly	 to	 the	 pharmaceutical	

company.	In	this	phase	there	is	a	person	nominated	as	a’	Sponsor	‘	that	gathers	all	

information	related	to	pharmacovigilance	practice	including	adverse	side	effects	and	

has	 the	 power	 to	 report	 the	 more	 serious	 ones	 to	 the	 regulatory	 authorities.	

Nevertheless,	in	this	phase	there	is	also	a	so-called	‘Investigator’	nominated	that	is	a	

medical	 professional	 most	 usually	 a	 doctor	 appointed	 by	 the	 Member	 State	 for	

 
110	European	Medicines	Agency.	(2011).	Pandemic	report	and	lessons	learned.	Outcome	of	the	
European	Medicines	Agency’s	activities	during	the	2009	(H1N1)	flu	pandemic.	
https://www.ema.europa.eu/en/documents/report/pandemic-report-lessons-learned-outcome-
european-medicines-agencys-activities-during-2009-h1n1-flu_en.pdf		
	
111	European	Medicines	Agency.	(2020).	Pharmacovigilance	Plan	of	the	EU	Regulatory	Network	for	
COVID-19	Vaccines.	https://www.ema.europa.eu/en/documents/other/pharmacovigilance-plan-eu-
regulatory-network-covid-19-vaccines_en.pdf		
112	European	Medicines	Agency.	(2014).	One-year	report	on	human	medicines	pharmacovigilance	tasks	
of	the	European	Medicines	Agency	(No.	171322).	
https://ec.europa.eu/health/sites/default/files/files/pharmacovigilance/2014_ema_oneyear_pharm
acov_en.pdf		
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conducting	 the	 clinical	 trial.	Also,	 the	 Investigator	has	 the	obligation	 to	 report	 the	

more	serious	adverse	drug	effects	to	the	Sponsor.	

VI.1.1.	Pharmacovigilance	Risk	Assessment	Committee	

Among	 the	 key	 actors	 in	 performing	 pharmacovigilance	 related	 tasks	 is	 the	

Pharmacovigilance	 Risk	 Assessment	 Committee	 (PRAC)	 which	 main	 obligation	 is	

delivering	recommendations	to	the	Committee	for	Medicinal	Products	for	Human	Use	

(CHMP)	as	well	as	the	Coordination	Group	for	Mutual	Recognition	and	Decentralized	

Procedures	(CMDh)	discussed	above	in	the	Marketing	authorization	sections.	These	

recommendations	are	of	great	importance	to	the	committees	in	bringing	decisions.	

The	 primary	 goal	 of	 the	 PRAC	 is	 conducting	 risk-benefit	 analyses	 of	 Marketing	

Authorization	holders	alongside	thorough	analysis	of	statistics	to	medicinal	products	

in	 the	 EU.	 In	 conducting	 these	 analyses,	 the	 Committee	 takes	 into	 account	 public	

interest	and	drug	safety	information.		

According	 to	 the	 PRAC’s	 Rules	 of	 Procedure	 a	 so-called	 ‘Rapporteur’	 is	

appointed	 that	 is	 in	 charge	 of	 drafting	 an	 assessment	 report,	 that	 could	 be	 either	

positive	or	negative	that	will	have	an	impact	in	the	final	recommendation	given	for	

the	 medicine	 at	 hand.	 These	 recommendations	 are	 very	 important	 for	 the	

consideration	of	the	CHMP	and	CMDh	respectively.	

VI.1.2.	Risk	management	plans	

The	 risk	 management	 plan	 is	 the	 main	 pharmacovigilance	 document	 that	

outlines	 the	 particularities	 of	 the	 risk	 management	 system	 that	 includes	 the	

pharmacovigilance	implications	pre	and	post	authorization	phases	of	the	medicinal	

product	 in	 question.	 That	 having	 been	 said	 it	 is	 important	 to	 note	 that	 the	main	

objective	of	the	pharmacovigilance	safeguards	is	to	protect	public	health	whilst	at	the	

same	time	take	into	account	the	free	movement	of	medicinal	products	in	the	EU.	For	

example,	if	there	were	too	strict	requirements	for	executing	the	pharmacovigilance	

that	would	 lead	 to	 some	 beneficial	medicines	 being	 taken	 away	 from	 the	market.	

Thus,	the	pharmacovigilance	risk	management	plan	has	for	its	objective	striking	the	
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right	 balance	 in	 identifying	 potential	 risks,	 existing	 risks	 and	benefits	 of	 a	 certain	

medicinal	products.		

The	 European	 Medicine	 Agency	 requires	 the	 risk	 management	 plan	 to	 be	

conducted	in	an	appropriate	format	and	including	seven	parts	or	modules:	product	

overview,	safety	specifications,	pharmacovigilance	plans,	post	authorization	efficacy	

study	plans,	risk	minimization	measures,	summary	of	the	RMP,	and	annexes.		

	

VI.1.3.	The	pharmacovigilance	master	file	

According	 to	 the	 new	 legislation	prior	 to	 authorization	 of	 a	MA	 an	 applicant	

should	 prepare	 a	 RMP	 alongside	 a	 summary	 of	 the	 pharmacovigilance	 system	 in	

place113	The	complete	information	of	the	pharmacovigilance	system	is	noted	in	the	so	

called	 “pharmacovigilance	master	 file”	 that	 can	be	updated	by	 the	pharmaceutical	

company	without	the	need	of	reporting	every	update	and	change	to	the	authorities	

thereof.	 The	 responsibility	 of	 maintaining	 the	 pharmacovigilance	 master	 file	 is	

delegated	to	a	so	called	‘Qualified	person	responsible	for	pharmacovigilance’.	There	

is	a	practice	purpose	of	having	placed	this	person	in	charge	and	it	is	for	ease	of	contact	

by	 the	 authorities	 in	 case	 of	 emergency	 and	 urgent	 safety	 concerns	 related	 to	 a	

medicinal	product.		

VI.1.4.	Reporting	Adverse	Reactions	(ADR`s)		

All	 adverse	 reactions	 caused	 by	 medicinal	 products	 are	 reported	 to	 the	

EduraVigilance	 database	 as	 previously	mentioned.	 The	 time	 limit	 is	 15	 days	 from	

when	the	adverse	reaction	was	noticed	by	the	MA	holder	or	even	sooner	immediately	

in	 the	case	of	detection	of	 life-threatening	adverse	reactions.	The	deadline	 for	 less	

severe	ADR’s	 is	90	days.	ADR	reports	now	 include	cases	of	medication	errors	and	

overdose	as	well.	The	Eduravigilance	database	is	observed	by	the	MA	holders	as	well	

as	members	of	the	Pharmacovigilance	Risk	Assessment	Committee	in	order	to	watch	

out	for	signals	of	occurrence	to	new	potential	risks,	or	minimization	of	risks	that	can	

 
113	Article	8(3	ia)	of	Directive	2010/84/EU	
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impact	 the	 risk	 benefit	 ratio.	 With	 the	 growth	 of	 numbers	 of	 ADR’s	 on	 the	

EduraVigilance	site	relevant	statistical	data	becomes	stronger	and	the	monitoring	of	

signals	much	easier	for	the	PRAC	and	the	MA	holders.	This	is	especially	important	for	

prioritizing	those	medicines	that	need	more	monitoring	as	have	shown	for	example	

to	 pose	 greater	 risk.	 Furthermore,	 it	 is	 important	 to	 note	 that	 when	 a	 medicinal	

product	is	in	the	pre	authorization	clinical	data	phase	there	are	usually	not	a	lot	of	

signals	as	to	the	side	effects	such	as	for	instance	medicinal	products	that	have	been	

on	the	market	for	a	longer	period.	

VI.1.5.	Periodic	safety	update	reports	

All	MA	holders	have	the	obligation	of	submitting	periodic	safety	update	reports	

in	order	to	adhere	to	all	of	the	amendments	to	safety	data	of	a	medicinal	product.	The	

purpose	of	these	reports	is	to	analyze	the	updates	in	the	risk	benefit	balance	and	see	

if	there	is	a	requirement	in	adopting	new	safety	measures.	These	reports	ought	to	be	

sent	every	6	months	for	products	that	are	already	on	the	market	in	the	first	2	years,	

every	one	year	in	the	next	2	years	and	finally	every	3	years.		

Similarly,	there	are	so	called	Developmental	safety	update	reports	for	collecting	

safety	information	on	medicines	in	the	clinical	development	phase.		

VI.1.6.	Post-authorization	safety	study	

The	 competent	 authorities	 could	 in	 some	 cases	 require	 or	 inflict	 a	 Post-	

authorization	safety	study.	 In	 the	case	 it	 is	mandatory	 the	PRAC	 is	monitoring	 the	

study	 usually	 for	 medicines	 that	 received	 a	 MA	 under	 special	 or	 exceptional	

circumstances.	This	usually	occurs	in	cases	of	medicines	for	rare	diseases	that	require	

more	 safety	 information	 that	 can	 be	 obtained	 only	 once	 the	 product	 is	 put	 into	

circulation.	

The	 need	 for	 a	 post-authorization	 safety	 study	 may	 occur	 as	 a	 result	 of	 a	

conditional	 Marketing	 Authorization,	 but	 also	 as	 a	 requirement	 for	 an	 ongoing	

monitoring	and	pharmacovigilance	process.	In	the	case	of	the	first,	i.e.	a	conditional	

MA	this	is	usually	a	result	of	the	urgent	need	of	a	new	medicine	for	a	particular	patient	

group	that	could	benefit	greatly	but	in	the	interest	of	time	for	instance	conditional	MA	
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is	granted	together	with	the	post	authorization	safety	study.	There	is	a	certain	risk	to	

producers	though	in	this	scenario	because	whilst	the	medicine	may	be	launched	at	

the	market	sooner	on	one	hand	on	the	other	there	is	the	risk	that	safety	issues	might	

arise	which	could	terminate	or	delay	the	MA	all	together.	On	the	other	hand,	when	

there	is	more	time	for	gathering	of	clinical	data	the	safety	concerns	can	be	addressed	

at	an	earlier	stage	and	this	risk	can	be	avoided.		

In	line	with	this	example	also	a	post	authorization	safety	study	could	be	required	

in	rare	and	exceptional	circumstances	in	the	case	where	the	pharmaceutical	company	

cannot	at	the	particular	time	obtain	sufficient	information	on	the	safety	and	efficacy	

of	the	medicine.	Such	a	case	occurred	with	the	medicine	Orphacol.114	

VI.1.7.	Referral	procedures		

Once	 certain	 safety	 concerns	 or	 pharmacovigilance	 issues	 arise	 related	 to	

medicinal	 products	 there	 are	 referral	 procedures	 addressed	 by	 the	 European	

Medicine	 Agency. 115 		 Basically	 the	 Agency’s	 work	 is	 consisted	 of	 conducting	 a	

scientific	assessment	or	a	particular	medicine	or	a	group	of	the	medicines	and	making	

a	recommendation	that	would	be	valid	on	an	EU	level	thereby	assuring	harmonization	

in	the	standpoint	on	the	issues.		

The	Pharmacovigilance	Risk	Assessment	Committee	(PRAC)	 is	 in	charge	with	

evaluating	 risk	 related	 concerns	whilst	 the	 Committee	 for	Medicinal	 Products	 for	

Human	Use	for	other	type	of	referrals.		

Statutory	 there	 are	 two	 relevant	 Articles	 for	 this	 procedure,	 Article	 31	 and	

Article	107i	from	Directive	2001/83/EC.	Article	31	is	intended	to	cover	the	so	called	

‘normal	procedure’	referrals	and	is	intended	for	issues	arising	from	the	quality	safety	

and	efficacy	of	medicines	on	a	Union	level.		Under	this	referral	procedure	the	Member	

States,	MA	applicants	or	European	Commission	can	send	the	case	for	referral	to	the	

EMA	following	pharmacovigilance.		

 
114	European	Medicines	Agency	(2021),	Risk	Management	Plan	for	Orphacol.	
https://www.ema.europa.eu/en/documents/rmp-summary/orphacol-epar-risk-management-plan-
summary_en.pdf	
115	Referral	procedures.	(2020).	European	Medicines	Agency.	
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/referral-procedures		
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The	other	type	of	referral	procedures	is	known	as	‘urgent	procedure’	and	fall	s	

under	Article	107i.	These	are	intended	for	cases	of	more	serious	safety	concerns	that	

require	taking	immediate	action	by	the	EU	Regulatory	Authorities	that	can	alter	the	

Marketing	Authorization	of	a	certain	medicinal	products,	alter	recommendations	like	

use	and	dosage	or	even	completely	revoke	it	from	the	market.		

VI.1.8.	Inspections	and	penalties	in	case	of	non-compliance		

The	 importance	of	a	well-functioning	pharmacovigilance	system,	with	proper	

care	and	caution	addressed	to	the	reporting	of	adverse	effects,	and	maintaining	a	risk	

–benefit	 system	 is	 ensured	 through	 Articles	 11-	 23	 form	 Regulation	 658/2007	
116known	as	the	‘Penalty	Regulation’.	Despite	the	financial	penalties	imposed	by	this	

regulation	 it	 is	worth	noting	 that	 they	are	not	 limitless,	 since	Article	16	 limits	 the	

amount	of	any	financial	penalty	to	5	%	of	the	value	of	the	company’s	annual	turnover	

in	the	EU	provided	that	the	breach	has	terminated.		

Should	there	be	any	other	suspicions	to	the	pharmacovigilance	procedures	and	

with	the	view	of	ensuring	proper	obeying	of	the	pharmacovigilance	obligations	the	

Competent	Authorities	of	a	Member	states	in	collaboration	with	the	EMA	can	carry	

out	inspections.	 	These	inspections	can	be	announced	or	unannounced	and	usually	

relate	to	a	particular	cause,	and	are	either	product	related	(to	the	particular	medicinal	

products)	system	related	(to	the	functioning	of	the	entire	pharmacovigilance	system)	

All	 of	 the	 aforementioned	 once	 again	 demonstrates	 the	 strict	 regulation	 of	

pharmaceuticals	in	the	EU	and	rigorous	standards	for	ensuring	public	health.		

	

VI.2.	Comparative	approach	of	various	EU	states	in	implementing	
pharmacovigilance			

	

In	 this	 part	 the	 focus	 will	 be	 on	 the	 implementation	 on	 pharmacovigilance	

through	 the	 reporting	 of	 Adverse	 side	 effects	 of	 medicines,	 as	 that	 area	 of	

 
116	Commission	Regulation	(EC)	No	658/2007	of	14	June	2007	concerning	financial	penalties	for	
infringement	of	certain	obligations	in	connection	with	marketing	authorisations	granted	under	
Regulation	(EC)	No	726/2004	of	the	European	Parliament	and	of	the	Council;	Source:	https://eur-
lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32007R0658		
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pharmacovigilance	most	 closely	 affects	 the	medical	 product	 liability	 topic.	 In	 that	

regard	 a	 comparative	 analysis	 of	 the	 latter	 will	 be	 made	 through	 exploring	 the	

adverse	drug	reactions	reports	in	several	EU	states.	For	the	purposes	of	establishing	

this	the	pharmacovigilance	systems	of	different	EU	countries	will	be	presented.	Also	

very	helpful	insights	and	survey	results	from	the	European	Journal	of	Risk	Regulation	
117 	in	 the	 comparative	 analyses	 of	 the	 EU	 pharmacovigilance	 system,	 have	 been	

considered	in	this	section.		

VI.2.1	Pharmacovigilance	and	ADR	Reporting	in	Germany	

The	system	for	implementing	pharmacovigilance	in	Germany	dates	back	to	year	

1970.	The	basic	body	under	which	supervision	is	conducted	is	the	Federal	Ministry	of	

Health,	and	the	institutions	that	are	accountable	for	medicinal	products	side	effects	

reporting	and	supervision	are	the	Federal	Institute	for	Drugs	and	Medical	Devices	and	

the	Federal	Institute	for	Vaccines.118	The	first	is	obviously	responsible	for	supervision	

and	collection	of	ADR	data	to	synthetic	medicines	and	the	latter	for	biological.	The	

legal	bases	for	reporting	are	very	similar	in	both	institutions.		

It	is	interesting	to	note	that	under	German	law	healthcare	professionals	are	not	

under	the	obligation	to	report	drug’s	adverse	effects,	rather	this	is	only	listed	in	their	

professional	 codes	 of	 conduct.	 Primarily	 in	 practice	 the	 healthcare	 professionals	

report	the	adverse	effects	of	medicines	to	the	respective	national	associations.	Thus	

for	doctors	this	is	called	the	‘Drug	Commission	of	the	German	Medical	Association’119,	

whilst	 for	 pharmacists	 the	 ‘Drug	 Commission	 of	 German	 Pharmacists’ 120 .	

Furthermore,	 the	competent	professionals	 from	these	Associations	analyze,	collect	

the	 data	 and	 forward	 it	 to	 the	 Federal	 Institutes	 abovementioned.	 Also,	 a	 special	

Committee	with	experts	in	the	field,	known	as	the	Medical	Committee	on	Drug	Safety	

 
117	KLIKA,	C.,	KAEDING,	M.,	&	SCHMÄLTER,	J.	(2017).	The	EU	Pharmacovigilance	System	and	Adverse	
Drug	Reaction	Reporting	in	Practice:	A	Critical	Assessment.	European	Journal	of	Risk	Regulation,	8(4),	
772-778.	doi:10.1017/err.2017.67		
118	Federal	Institute	for	Drugs	and	Medical	Devices;	Source:	
https://www.bfarm.de/EN/Home/_node.html;		
119	The	Drug	Commission	of	the	German	Medical	Association	(DCGMA);	Source:	
https://www.akdae.de/en/		
120	Drug	Commission	of	German	Pharmacists,	Department	of	Medicine,	Federal	Union	of	German	
Associations	of	Pharmacists	(ABDA);	Source:	https://www.abda.de/en/about-abda/overview		
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was	established	by	these	Federal	Institutions.	Nonetheless	the	medical	professionals	

have	 the	 option	 of	 reporting	 any	 adverse	 effects	 directly	 to	 the	 Marketing	

Authorization	 holder	 or	 alternatively	 the	 National	 Competent	 Authority.	 Finally,	

when	all	 information	on	the	reported	side	effect	of	a	particular	medicine	has	been	

gathered,	the	Federal	Institute	for	Drugs	and	Medical	Devices	sends	the	report	to	the	

EMA,	WHO	and	Marketing	Authorization	holder.	The	same	procedure	is	relevant	for	

biological	agents	such	as	vaccines	with	the	only	difference	that	the	reports	are	being	

sent	to	the	Federal	Institute	for	Vaccines.		

In	is	important	to	note	that	unlike	doctors	and	pharmacists	who	do	not	have	a	

legal	 obligation	 to	 report	 ADR’s	 the	 Marketing	 Authorization	 holders	 are	 legally	

obliged	to	do	so,	and	there	are	penalties	prescribed	 in	the	Medicinal	Products	Act,	

Section	17.	121	Also	under	the	German	pharmacovigilance	system,	patients	have	the	

option	to	report	adverse	drug	effects	directly	to	the	Federal	Agencies,	their	doctors	

or	pharmacists	or	pharmaceutical	companies,	online	or	by	making	a	telephone	call.		

Once	the	ADR’s	have	been	reported	to	the	Federal	Agencies	there	is	a	system	of	

evaluation	 and	 signal	 detection	 that	 analyses	 the	 data	 in	 terms	 of	 its	 severity,	

interconnectedness	and	necessity	for	adopting	risk	mineralization	steps.	There	is	a	

specialized	 computer	 program	 installed	 for	 this	 purpose	 known	 as	 ARTEMIS	 that	

collects	and	compares	the	data	of	comparable	cases.	In	more	serious	and	urgent	cases	

of	ADR’s	medicinal	experts	from	the	field	are	consulted.	Further	to	this	the	evaluation	

reports	and	public	health	implications	are	discussed	in	pharmacovigilance	entities,	

and	final	steps	as	to	the	medicines	authorization	and	usage	are	decided.		

Namely	 although	 the	 German	 system	 of	 pharmacovigilance	 and	 reporting	

adverse	 effects	 is	 very	 effective	 and	well	 organized	According	 to	 a	 study	122	it	 has	

been	reported	 that	medical	professionals	 still	do	not	 report	ADR’s	 frequently.	The	

possible	 reasons	 assessed	 are	 the	 deficiency	 in	 adequate	 information	 on	 ADR	

reporting	as	well	as	 tight	schedule	of	 the	healthcare	professionals	 in	general.	Also	

 
121	Medicinal	Products	Act	(Arzneimittelgesetz	–	AMG).	(2020).	Gesetze	Im	Internet.	
https://www.gesetze-im-internet.de/englisch_amg/englisch_amg.html#p2087		
122	Kaeding,	M.	(2017).	ADR	reporting	in	Germany.	In	J.	Schmälter	&	C.	Klika	(Eds.),	
Pharmacovigilance	in	the	European	Union	practical	implementation	across	member	states	(1st	ed.,	pp.	
90–99).	Springer	Fachmedien	Wiesbaden.	https://doi.org/10.1007/978-3-658-17276-3		
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according	to	the	study,	it	is	interesting	to	note	at	this	point	that	pharmacovigilance	in	

itself	is	not	part	of	the	medical	curriculum	for	doctors	in	their	graduate	studies,	only	

to	pharmacists.	Hence	in	the	respective	study	it	was	suggested	that	the	awareness	of	

healthcare	 professionals	 should	 be	 raised	 by	 conducting	 advanced	 post	 graduate	

training	 for	 this	 group	 on	 a	 national,	 regional	 as	 well	 as	 European	 level	 by	 the	

competent	 authorities.	 This	 way	 knowledge	 of	 pharmacovigilance	 would	 be	

increased,	 adequate	 reporting	 of	 ADR’s	 would	 increase	 and	 the	 public	 health	

awareness	 objective	 would	 be	 satisfied.	 Nonetheless	 patient	 awareness	 of	 the	

importance	of	reporting	ADR’s	should	be	 increased	alongside	providing	them	with	

more	 information	 on	 proper	 reporting	 on	 adverse	 effects	 and	 on	 how	 the	 system	

functions	 in	 general.	 Hence	 the	 study	 suggests	 that	 certain	 awareness	 raising	

campaigns	 for	 the	 importance	 of	 pharmacovigilance	 and	 reporting	 adverse	 drug	

effects	should	be	conducted	by	the	regional	national	and	European	authorities,	which	

in	 turn	will	 increase	 the	 quality	 and	 quantity	 of	 reported	ADR’s.	 In	 line	with	 that	

solution,	 social	 media	 information,	 other	 means	 of	 communication	 education	 of	

young	children	in	schools	had	been	suggested.		

Another	reason	as	to	lack	of	reporting	of	adverse	effects	were	due	to	the	lack	of	

interconnectivity	 of	 institutes,	 hospitals	 pharmacies	 in	 the	 electronic	 systems	 of	

reporting	which	led	to	duplication	of	ADR’s.	The	study	recommends	harmonization	

of	the	IT	systems	of	ADR’s	of	doctors,	hospitals	and	pharmacies.	

One	 can	 conclude	 that	 in	 general	 the	 German	 pharmacovigilance	 system	 of	

reporting	adverse	effects	of	medicines	is	efficient,	effective	and	functioning	for	a	great	

number	of	years.	The	route	by	which	reporting	functions	is	that	usually	experts	and	

concerned	 patients	 report	 suspected	 ADR’s	 to	 the	 doctor’s	 and	 pharmacist’s	

associations	which	 further	 foreword	 the	 reports	 to	 the	 Federal	 Institutions.	 Thus	

although	 the	 system	 is	 centralized	 the	 healthcare	 professionals	 seldom	 report	

directly	to	the	federal	institutions	but	rather	to	the	respective	associations.	Also	there	

is	 a	 good	 cooperation	 among	 the	 medical	 research	 institutes	 and	 the	 competent	

authorities.	An	example	is	the	Medical	Committee	on	Drug	Safety	that	has	an	advisory	
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function	to	the	competent	authorities,	and	the	‘Institute	for	Clinical	Teratology	and	

Drug	Risk	Assessment	in	the	pregnancy	and	nursing	period’.	123	

Nevertheless	 it	 is	 a	 particularly	 good	 characteristic	 that	 the	 German	 system	

provides	 educational	 information	 of	 new	 adverse	 drug	 effects	 to	 doctors	 and	

pharmacists	through	the	programs	called	“	Red	hand	Letter”	and	“Blue	hand	letter”	

established	initially	by	the	German	Pharmaceutical	Industry	Association	in	year	1969.		

This	is	another	example	of	the	advanced	and	synchronized	system	on	reporting	risks	

of	medicines	to	healthcare	professionals	across	the	country.		

VI.2.2.	Pharmacovigilance	and	ADR	Reporting	in	France	

The	beginnings	of	 the	French	pharmacovigilance	system	traced	back	 to	1973	

year	when	a	decentralized	network	of	regional	centers	had	been	established	by	the	

French	 Medical	 Association	 in	 alliance	 with	 the	 French	 Pharmaceutical	

manufacturers	 Association.	 Primarily	 at	 the	 heads	 of	 the	 six	 pharmacovigilance	

centers,	group	of	experts,	mainly	pharmacologists	gathered	on	annual	meetings	of	the	

French	 Association	 of	 Pharmacologists	 that	 set	 common	 standards	 and	

methodologies	 for	ensuring	drug	safety.	 	Progressing	 from	that	point	onwards	 the	

regional	centers	grew	to	15	and	consequently	up	to	31	in	1994	year,	and	meetings	at	

the	Ministry	of	Health	were	regularly	held	in	order	to	coordinate	the	activities	of	the	

regional	centers.	An	important	milestone	was	set	in	year	1984	when	the	reporting	of	

drug’s	 adverse	 effects	 became	 obligatory	 for	 medical	 professionals	 as	 well	 as	

pharmaceutical	companies.	Further	to	this	in	1994	year	the	pharmacovigilance	unit	

had	 been	 reassigned	 to	 the	 French	 Medicines	 Agency.	 In	 that	 respect	 the	 good	

pharmacovigilance	practices	had	been	evolved	and	national	legislation	was	adopted	

in	order	to	fulfill	the	EU	obligations	of	ADR	reporting.		

Finally	on	1st	of	July	1998	the	French	Agency	for	Medicines	and	Health	product	

Safety124	was	established,	later	renamed	French	National	Agency	for	Medicines	and	

 
123	Dathe,	K.,	&	Schaefer,	C.	(2018).	Drug	safety	in	pregnancy:	the	German	Embryotox	
institute.	European	journal	of	clinical	pharmacology,	74(2),	171–179.	
https://doi.org/10.1007/s00228-017-2351-y		
124	By	the	French	law	of	1	July	1998	reinforcing	public	health	surveillance	and	monitoring	of	the	
safety	of	products	intended	for	human	use	
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Health	products	Safety125	by	the	French	law	of	29	December	2011	brought	in	order	

to	strengthen	the	safety	of	medicines	and	health	products.	

Currently	 the	ANSM	 is	 the	public	 entity	 authorized	by	 the	State	 that	 ensures	

safety	 and	 quality	 of	 medicines	 and	 healthcare	 products,	 allows	 their	 access	 and	

effectiveness,	conducts	evaluation	with	a	view	of	the	risk	benefit	ratio	of	medicines,	

and	promotes	innovative	medicinal	products	with	a	view	of	promoting	and	protecting	

public	health.	Nonetheless	the	French	pharmacovigilance	system	is	supervised	by	the	

French	Ministry	of	Health	and	Social	Security.	

Under	 French	 law	 it	 is	 obligatory	 for	 both	 healthcare	 professionals	 and	

members	 of	 the	 pharmaceutical	 industry	 to	 reports	 adverse	 effect	 of	 drugs.	 In	

particular	medical	professionals	compose	the	vast	majority	of	reporters	of	ADR’s	in	

the	French	system.	This	is	specifically	so	because	according	to	the	2011	Law126	non-

compliance	with	 this	obligation	can	result	 in	 	 charges	up	 to	45.000	Euros	or	even	

imprisonment	up	to	3	years	in	more	serious	cases.		Thus	healthcare	professionals	are	

under	the	obligation	to	report	the	adverse	drug	effects	directly	to	the	Regional	center	

CRVP	either	online	or	via	telephone	and	ought	to	be	open	for	consultations	during	the	

follow	up	period.		

Additionally,	 the	 pharmaceutical	 industry	 has	 the	 obligation	 to	 report	 any	

suspected	ADR’s	and	failure	to	act	in	accordance	with	this	requirement	can	lead	to	a	

charge	of	150.000	Euros	as	well	as	2	years	 imprisonment.	The	difference	with	the	

requirements	 for	 healthcare	 professionals	 is	 that	 they	must	 report	 directly	 to	 the	

French	National	Agency	for	Medicines	and	Health	products	Safety.	

Nonetheless	since	the	2011	legislation	also	patients	have	been	encouraged	to	

report	ADR’s	on	a	voluntary	basis	though.	The	patients	can	decide	whether	they	want	

to	 report	 to	 the	 regional	 center	 or	 directly	 to	 the	 ANSM.	 Another	 possibility	 for	

patients	would	be	to	report	directly	to	the	healthcare	professional	or	the	marketing	

authorization	holder.	All	of	the	reports	that	are	received	as	to	adverse	drug	reactions	

are	being	collected	by	the	Regional	pharmacovigilance	canters	the	so	called	CRVP’s,	

 
125	French	National	Agency	for	the	Safety	of	Medicine	and	Health	Products.	ANSM.	
https://www.ansm.sante.fr	
126	Ibid	at	121.		
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further	 evaluated	by	experts	who	 then	 further	verify	 them	and	 send	 them	French	

Pharmacovigilance	database	under	the	auspices	of	the	ANSM.	

Also	 the	 heads	 of	 the	 regional	 centers	 and	members	 of	 the	 ANSM	 Technical	

Committee	have	monthly	meetings	whereby	all	data	related	to	adverse	drug	effects	is	

evaluated	 and	 assessed	 prior	 to	 being	 sent	 to	 the	 General	 Director	 of	 the	 ANSM.	

Nonetheless	if	there	is	a	necessity	in	a	certain	case	of	ADR’s	the	reports	are	also	sent	

the	European	Medicines	Agency	or	the	WHO.	

An	example	of	the	ANSM	work	together	with	the	regional	centers	in	this	sector	

is	the	successful	reporting	of	59,177127	ADR’s	in	2019	out	of	which	7802	adverse	drug	

effects	were	registered	by	the	patients.	In	comparison	to	some	of	the	previous	reports	

one	can	see	that	the	number	of	reported	ADR’s	have	increased	which	is	a	good	sign	in	

terms	 of	 greater	 awareness	 of	 the	 patients,	 healthcare	 professionals	 and	

pharmaceutical	industry	in	this	sector,	as	well	as	the	good	functioning	of	the	French	

system	in	terms	of	reporting	ADR’s.	Hence	for	example	the	number	of	reported	ADR’s	

in	2014128	the	number	was	46,497	out	of	which	1983	ware	direct	reports	by	patients,	

meaning	the	numbers	have	significantly	increased	by	year	2019.		

However	there	are	some	perceived	challenges	to	the	French	system	and	they	are	

by	 large	 related	 to	 the	 so	 called”	Mediator	 scandal”	 due	 to	which	 there	were	 two	

thousand	fatalities	as	a	result	of	incompetent	ADR	reporting	and	failure	to	warn	of	

the	national	 competent	authorities.	Namely	 the	French	manufacturer	Laboratories	

Servicer	 marketed	 the	 medicine	 Mediator	 with	 the	 generic	 name	 benfluorex	 in	

France.	The	purpose	of	this	drug	was	treatment	of	diabetes	and	obesity	but	had	been	

frequently	sold	to	people	solely	for	the	purpose	of	weight	loss	too.	Around	the	year	

2000	scientific	proof	emerged	that	the	medicine	pulmonary	hypertension	as	well	as	

cardiac	 valve	 damage.	 Regardless	 of	 these	 studies	 indicating	 serious	 cardiological	

implications	 to	 patients,	 the	manufacturer	 and	 the	national	 competent	 authorities	

 
127	French	National	Agency	for	the	Safety	of	Medicine	and	Health	Products	–	ANSM.	(2020).	Summary	
Annual	report	2019.	
https://archiveansm.integra.fr/var/ansm_site/storage/original/application/5b45d924d6c8c16361
be4f2934dc4c2e.pdf	
128	French	National	Agency	for	the	Safety	of	Medicine	and	Health	Products	–	ANSM.	(2015).	2015	
Annual	report.		http://dev4-afssaps-
marche2017.integra.fr/var/ansm_site/storage/original/application/b3a8fcda3c621674d329f3245d
b4817b.pdf			



77 
 

ceased	to	act.	Finally	in	year	2009	the	ANSM	prohibited	the	drug	from	the	market	and	

independent	 commission	 commenced	 investigations	 as	 to	 the	 drug	 side	 effects.	

According	to	its	report	it	had	been	proven	that	this	medicine	had	attributed	to	around	

2000	 deaths	 and	 hospitalization	 and	 heart	 problems	 to	 many	 other	 patients.	 129	

Although	 the	 regulatory	 authorities	 and	 the	 pharmaceutical	 companies	 were	

prosecuted	 and	 fined,	 for	 example	 the	 drug	maker	was	 issued	with	 a	 fine	 of	 2,	 7	

million	 Euros	 and	 the	 company	 director	 a	 4	 year	 suspended	 sentence,	 whilst	 the	

medical	regulator	was	fined	a	total	of	300,000	Euros130,	yet	studies	show	that	there	

is	 evidence	 the	 system	 still	 has	 setbacks	 since.	 For	 example	 in	 the	 study	 on	

Pharmacovigilance	 in	 six	member	 states,	 it	 has	 been	 suggested	by	 respondents	 in	

France	that	this”	that	this	scandal	has	still	not	been	entirely	processed	by	the	French	

pharmacovigilance	system	and	the	actors	involved.”	131	One	of	the	reasons	as	to	this	

problem	was	the	lack	of	independence	of	the	national	competent	authorities	because	

it	had	not	been	any	ban	to	work	simultaneously	in	the	pharmaceutical	industry	and	

the	national	competent	authorities	in	charge	of	pharmacovigilance.	Thus	as	the	study	

points	 out	 problems	with	 conflicts	 of	 interest	 of	 the	 ANSM	members	 in	 terms	 of	

monitoring	still	occur	with	no	penalties	whatsoever.		

According	to	the	information	of	this	study	there	still	are	challenges	to	the	French	

pharmacovigilance	 system	 such	 as	 underreporting	 occurring	 as	 a	 result	 of	 lack	 of	

awareness,	lack	of	interconnectivity	and	fear	of	litigation.		

In	that	sense	there	had	been	cases	of	healthcare	professionals	and	other	actors	

in	 the	pharmacovigilance	 system	 to	overlook	 the	 importance	of	 reporting	adverse	

drug	effects,	in	particularly	related	to	biological	medicines	such	as	vaccines.	One	of	

the	recommendations	of	this	study	was	to	raise	the	awareness	through	conducting	

campaigns	 in	 order	 to	 increase	 the	 knowledge	of	 pharmacovigilance	 and	 its	 great	

impact	on	public	health	in	general.		

 
129	Mullard,	A.	(2012).	2011	in	reflection.	Nature	Reviews	Drug	Discovery,	11(1),	6–8.	
https://doi.org/10.1038/nrd3643		
130	BBC.	(2021,	March	29).	Mediator	drug:	French	pharmaceutical	FIRM	fined	over	weight	loss	pill.	BBC	
News.	https://www.bbc.com/news/world-europe-56562909.		
131	Kaeding,	M.,	Schmälter	Julia,	&	Klika,	C.	(2017).	ADR	Reporting	in	France:	Perceived	Challenges.	In	
Pharmacovigilance	in	the	European	Union	practical	implementation	across	member	states	(1st	ed.,	pp.	
85-87).	Springer	Fachmedien	Wiesbaden.	10.1007/978-3-658-17276-3		
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Furthermore,	as	is	the	case	in	many	countries	there	presides	the	problem	of	lack	

of	interconnectivity	which	is	mainly	due	to	the	fact	that	healthcare	professionals	are	

overburdened	with	workload	and	at	most	times	are	not	willing	to	report	all	ADR’s	as	

the	administrative	system	is	being	too	complex	and	time	consuming.	For	instance,	the	

relevant	information	ought	to	be	submitted	by	various	IT	systems,	the	patients	should	

be	 informed	duly	and	the	physicians	are	expected	to	be	available	 for	them	for	any	

follow	up,	which	is	not	realistic.	Hence	one	of	the	recommendations	of	the	study	was	

to	facilitate	the	ADR	reporting	procedure	through	facilitating	submission	of	reports	

of	 suspected	 ADR’s,	 and	 make	 the	 reporting	 system	 more	 simplified	 so	 that	 all	

physicians,	hospitals,	pharmacists	and	national	competent	authorities	could	report	

one	single	and	coherent	It	system.		

Yet	another	challenge	that	occurs	in	this	system	was	fear	of	litigation	in	that	the	

medical	professionals	are	generally	not	keen	on	reporting	ADR’s	due	to	fear	of	facing	

litigation	and	having	negative	implications	on	their	practice	and	litigation.	One	of	the	

suggestions	of	this	study	is	thus	legal	counseling	which	is	believed	to	eliminate	fear	

of	litigation	and	in	turn	allow	healthcare	professionals	to	take	precautions	and	report	

ADR’s	by	strengthening	confidentiality	or	putting	up	a	proper	compensation	scheme	

for	their	patients.		

Despite	 these	 problems	 of	 the	 French	 pharmacovigilance	 system,	 as	

aforementioned	 it	 too	has	 advantages,	 such	as	 the	decentralized	 reporting	 system	

which	 eases	 communications	 with	 the	 patients	 and	 hospitals	 locally	 and	 further	

facilitates	 better	 communication	 between	 the	 regional	 centers	 and	 national	

competent	authorities	as	the	work	load	is	well	distributed.	Also	this	system	enables	

medical	and	regional	experts	to	be	in	close	proximity	to	both	healthcare	professionals	

as	 well	 as	 patients.	 Also	 since	 most	 of	 the	 regional	 centers	 are	 also	 University	

hospitals	the	experts	have	close	contact	with	the	students	of	medicine	and	Pharmacy	

and	thus	to	all	innovative	information	in	the	field.	None	the	less	it	is	worth	mentioning	

that	 the	 regional	 canters	 also	 provide	 education	 and	 training	 in	 the	 field	 of	

pharmacovigilance	for	medical	staff	and	are	available	for	consultations	for	patients	

and	doctors	too.	In	evaluating	the	ADR	reports	the	regional	centers	provide	scientific	

advice	and	safety	and	efficacy	analysis	prior	to	sending	it	to	the	National	Competent	
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Authorities.	 Thus	 this	 system	 of	 providing	 expert	 advice	 by	medical	 staff	 such	 as	

doctors	and	pharmacists	proves	constructive	and	has	many	advantages	over	systems	

in	other	countries	that	function	on	the	basis	of	an	algorithm	such	as	Germany	and	the	

UK.		

	

	

	

VI.2.3	Pharmacovigilance	and	ADR	Reporting	in	Spain		

Similarly	like	in	the	case	with	the	French	pharmacovigilance	system	the	roots	of	

the	Spanish	pharmacovigilance	system	were	in	year	1973	when	the	first	legislation	

on	 pharmacovigilance	 was	 introduced.	 Officially	 though	 the	 Spanish	

Pharmacovigilance	system	was	established	in	year	1982	by	setting	an	experiment	of	

voluntary	reporting	in	a	single	area.	As	the	results	of	this	proved	positive,	the	Ministry	

of	Health	and	local	government	upheld	the	decision	to	set	a	decentralized	system	of	

pharmacovigilance	 in	 the	 country.	 This	 system	was	 composed	 of	 regional	 canters	

very	 much	 like	 in	 the	 example	 of	 France.	 Moreover,	 a	 National	 Commission	 on	

Pharmacovigilance	had	been	established	composed	of	scientific	experts	that	advised	

the	Ministry	of	Health	on	medicines	adverse	effects,	 safety	and	efficacy.	There	are	

three	annual	meetings	of	this	Commission	whereby	it	drafts	recommendations	that	

are	further	sent	to	the	Ministry	of	Health	for	consideration.	However,	the	function	of	

the	commission	is	not	solely	advisory	as	evidence	proves	that	all	recommendations	

have	been	fully	accepted	by	the	competent	authorities.		

Another	 important	milestone	in	the	Spanish	 legislation	on	pharmacovigilance	

was	the	Medicines	Act	of	1990132	that	set	a	requirement	for	obligatory	reporting	of	

drugs	side	effects.	

 
132	Ministerio	de	Sanidad,	Consumo	y	Bienestar	Social	-	Profesionales	-	Legislación	-	LEY	25/1990,	DE	
20	DE	DICIEMBRE,	DEL	MEDICAMENTO.	INDICE.	(1990).	Ministerio	de	Sanidad,	Consumo	y	
Bienestar	Social.	
https://www.mscbs.gob.es/profesionales/farmacia/legislacion/leyes/indice/home.htm	
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There	are	15	regional	centers	and	one	institute	the	Instituto	de	Salud	Carlos	III	

that	serves	as	a	coordinating	scientific	entity	advising	the	Ministry	of	Health	on	issues	

of	medicines	 implications	 on	 public	 health.	 Under	 Spanish	 law	 it	 is	 obligatory	 for	

healthcare	professionals	as	well	as	pharmaceutical	companies	to	report	adverse	drug	

effects,	whilst	patient	reporting	 is	also	encouraged.	All	of	 the	reports	are	carefully	

evaluated	and	registered	in	the	database	a	national	database	called	FEDRA133	-	 the	

Spanish	 Pharmacovigilance	 Database.	 134 	The	 basis	 regulatory	 framework	 is	 the	

Spanish	 law	 on	 Pharmacovigilance	 that	 had	 been	 adopted	 in	 2007 135 	This	 law	

includes	 a	 requirement	 for	 electronic	 reporting	 of	 all	 agents	 involved	 in	 the	

pharmacovigilance	system	in	the	country	such	as	National	agencies	(regional	centers	

and	coordinating	institute	as	aforementioned),	the	pharmaceutical	industry,	the	EMA.	

Under	the	Spanish	pharmacovigilance	law,	the	pharmaceutical	companies	are	under	

the	obligation	to	report	any	suspected	drug	adverse	effects.	Healthcare	professionals	

on	 the	 other	 hand	 send	 so	 called	 “yellow	 card”	 form	 to	 the	 regional	 center	 for	

pharmacovigilance	or	directly	to	the	pharmaceutical	company	that	 further	sends	a	

special	 form	 called	 “Council	 for	 International	 Organizations	 of	 Medical	 Sciences	 I	

form”	to	the	pharmacovigilance	center.		Additionally,	all	information	is	collected	and	

evaluated	 by	 the	 FEDRA	 database.	 Similarly,	 to	 the	 case	 in	 France	 these	 regional	

centers	not	only	collect	and	evaluate	all	safety	information	related	to	medicines	by	

physicians,	 pharmaceutical	 companies	 and	 other	 actors	 in	 the	 pharmacovigilance	

system	but	also	have	an	informative	role	in	that	they	send	updates	on	the	medicine	

safety	 information	via	promotions,	 report	 cards,	 bulletins	 etc.	The	pharmaceutical	

 
133	Lázaro,	E.,	Granados,	R.,	Madurga,	M.,	&	Spanish	Agency	of	Medicines	and	Medical	Devices.	FEDRA	
Spanish	Pharmacovigilance	Database.	Spanish	Agency	for	Medicines	and	Health	Products	(AEMPS).	
https://www.aemps.gob.es/laAEMPS/eventos/medicamentos-uso-
humano/Farmacovigilancia/2008/docs/EudraVigilance-Information-Day/presentacion.pdf?x79299	
134LA	APLICACIÓN	FEDRA	(FARMACOVIGILANCIA	ESPAÑOLA	DATOS	DE	LAS	SOSPECHAS	DE	
REACCIONES	ADVERSAS)	RECIBE	EL	PREMIO	DE	LA	ASOCIACIÓN	@asLAN	EN	LA	CATEGORÍA	MEJORA	
EN	LA	COMUNICACIÓN	CON	EL	CIUDADANO.	(2018).	Agencia	Española	de	Medicamentos	y	Productos	
Sanitarios	AEMPS.	
https://www.aemps.gob.es/informa/notasInformativas/laAEMPS/2018/docs/NI-AEMPS_5-2018-
premio-FEDRA.pdf?x34225		
135	ROYAL	DECREE	1344/2007,	of	11	October,	regulating	pharmacovigilance	of	medicinal	products	for	
human	use.	(2007).	Spanish	Agency	for	Medicines	and	Health	Products	(AEMPS).	
https://www.aemps.gob.es/legislacion/espana/medicamentosUsoHumano/docs/farmacovigilancia
/RD1344_2007-ingles.pdf		
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companies	send	their	reports	to	the	Coordinating	center	which	evaluates	the	cases	

and	 sends	 back	 answers	 to	 the	 issues	within	 a	 time	 frame	 of	 15	 days.	 There	 is	 a	

technical	committee	set	by	the	Coordinating	Centre	 that	meets	once	per	year	with	

representatives	 of	 the	 regional	 centers	 for	 pharmacovigilance	 and	 discusses	 all	

relevant	signals	and	adverse	drug	reactions.	On	more	serious	issues	the	Committee	

forwards	the	cases	to	the	National	Commission	on	Pharmacovigilance.	Nonetheless	

the	 Coordinating	 center	 has	 a	 wider	 role	 in	 that	 it	 represents	 the	 Spanish	

pharmacovigilance	system	internationally	and	is	engaged	in	many	research	activities	

and	international	cooperation.		

The	so-called	spontaneous	reporting	is	consisted	from	a	number	of	centers	each	

playing	its	role	in	the	pharmacovigilance	system	in	Spain.		

In	general	ADR	reporting	in	Spain	has	increased	and	has	a	number	of	5000-6000	

reports	per	year	from	year	1992	onwards.	From	all	of	the	data	reported	in	the	FEDRA	

database	 most	 of	 the	 adverse	 effects	 are	 being	 reported	 through	 spontaneous	

reporting	 by	 healthcare	 professionals.	 According	 to	 data	 most	 of	 the	 reports	 are	

received	 by	 medical	 doctors	 approximately	 70%	 is	 submitted	 by	 general	

practitioners	 and	 20	 %	 by	 specialists.	 The	 other	 consists	 of	 9%	 submitted	 by	

pharmacists	and	only	1%	by	nurses	in	hospitals.	136	

Interestingly	 reporting	 by	 the	 pharmaceutical	 industry	 is	 not	 very	 common,	

nearly	2%	of	the	reports.137	Since	it	is	a	legal	obligation	for	pharmaceutical	companies	

and	healthcare	professionals	to	report	ADR’s	patient	reporting	was	not	that	common.	

Nonetheless	with	raising	consumer	and	patient	awareness	 this	 trend	has	changed.	

Namely	 in	2010	 the	Organization	of	Consumers	 in	Spain	supported	by	 the	AEMPS	

initiated	a	project	for	gathering	online	information	on	medicines	adverse	reactions.	

As	a	result,	for	example	the	following	year,	in	2011	the	Pharmacovigilance	Centre	of	

Andalusia	begins	receiving	 information	from	patients	regarding	suspected	adverse	

drug	reactions.	138	

 
136	Ibid,	at	p.892	
137	Ibid.		
138	Salgueiro,	M.	Esther,	Jimeno,	Francisco	J.,	Aguirre,	Carmelo,	García,	Montserrat,	Ordóñez,	Lucía,	&	
Manso,	Gloria.	(2013).	Direct	notification	by	patients	of	adverse	drug	reactions	in	Spain.	Hospital	
Pharmacy	,	37	(1),	70.	https://dx.doi.org/10.7399/FH.2013.37.1.121		
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Though	most	reports	of	ADR	have	formally	come	from	medical	professionals,	it	

is	 considered	 that	 there	 is	 a	 serious	 case	 of	 underreporting	 by	 healthcare	

professionals	reaching	up	to	90%.	This	would	mean	hypothetically	that	if	there	were	

10	adverse	drug	effects	nearly	9	would	go	unreported.139	It	is	important	to	mention	

though	that	data	suggests	that	this	occurred	usually	in	the	less	serious	adverse	drug	

effects	and	recently	marketed	medicines.	 	Yet	research	shows	with	time	they	have	

steadily	 increased	 especially	 in	 connection	 to	 serious	 ADR’s140 .	 Nonetheless,	 they	

have	 proven	 to	 be	mostly	 incomplete	 according	 to	 a	 recent	 study.	 Namely	whilst	

reporting	of	 adverse	 effects	was	 shown	 to	 increase	 in	 regional	 pharmacovigilance	

centers	and	most	importantly	had	a	so-called	high	completeness	score,	the	opposite	

was	 true	 for	 marketing	 authorization	 holders,	 that	 have	 proved	 to	 have	 a	 low	

completeness	score	in	general.	141	

Nevertheless	 it	 is	 interesting	 to	 note	 that	 in	 the	 Spanish	 system	 for	

pharmacovigilance	 adverse	 drug	 reactions	 are	 considered	 on	 the	 basis	 of	 an	

algorithm.	 These	 algorithms	 are	 especially	 useful	 for	 doctors	 in	 assessing	 the	

interconnection	of	adverse	effects	of	a	particular	drug	to	a	certain	patient	or	patient	

group.142 	However	 this	 system	 has	 its	 challenges	 as	 there	 are	 numerous	 adverse	

effects	that	can	occur	in	a	single	medical	product	and	variations	in	the	results	might	

occur.	Similarly,	a	study	on	the	Spanish	pharmacovigilance	system	found	that	there	

had	 been	 differences	 and	 inconsistencies	 among	 the	 results	 of	 different	 regional	

centers	on	pharmacovigilance	in	the	country.	Also,	this	system	has	proven	difficult	in	

reporting	and	handling	cases	with	fatalities.	Although	there	are	some	problems	with	

 
139	Salgueiro,	M.	Esther,	Jimeno,	Francisco	J.,	Aguirre,	Carmelo,	García,	Montserrat,	Ordóñez,	Lucía,	&	
Manso,	Gloria.	(2013).	Direct	notification	by	patients	of	adverse	drug	reactions	in	Spain.	Hospital	
Pharmacy	,	37	(1),	65-71.	https://dx.doi.org/10.7399/FH.2013.37.1.121	;	
140	Montero,	D.,	Madurga,	M.,	Palop,	R.,	Martín-Serrano,	G.,	&	de	Abajo,	F.	J.	(1997).	Organization	of	
Spanish	Pharmacovigilance	in	the	Multinational	Situation:	An	Overview.	Drug	Information	Journal,	
31(3),	892.	https://doi.org/10.1177/009286159703100331	
141	Fernandez-Fernandez,	C.,	Lázaro-Bengoa,	E.,	Fernández-Antón,	E.,	Quiroga-González,	L.,	&	
Montero	Corominas,	D.	(2020).	Quantity	is	not	enough:	completeness	of	suspected	adverse	drug	
reaction	reports	in	Spain—differences	between	regional	pharmacovigilance	centres	and	
pharmaceutical	industry.	European	Journal	of	Clinical	Pharmacology,	76(8),	1175–1181.	
https://doi.org/10.1007/s00228-020-02894-0	
142	Aguirre,	C.,	&	García,	M.	(2016).	Evaluación	de	la	causalidad	en	las	comunicaciones	de	reacciones	
adversas	a	medicamentos.	Algoritmo	del	Sistema	Español	de	Farmacovigilancia.	Medicina	Clínica,	
147(10),	461–464.	https://doi.org/10.1016/j.medcli.2016.06.012	
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the	algorithm	system	in	assessing	adverse	drug	effects,	still	 it	 is	useful	 for	medical	

professionals,	as	they	alleviate	general	disagreements,	aid	scientific	evaluation	and	

collection	of	relevant	data	when	it	comes	to	pharmacovigilance.		

In	general,	one	can	conclude	that	the	system	of	pharmacovigilance	in	Spain	is	

rather	well	 organized	by	 encompassing	 information	 from	all	 actors	 i.e.	 healthcare	

professionals,	pharmaceutical	industry	and	encourages	patient	reporting	ever	more	

so.			

	

VI.2.4.	Pharmacovigilance	and	ADR	Reporting	in	Finland	

The	Finnish	pharmacovigilance	system	emerged	in	year	1982	and	is	guided	by	

the	Ministry	 of	 Social	 Affairs	 and	Health.	 However,	 the	 Finnish	Medicines	 Agency	

Fimea 143 	is	 considered	 to	 be	 the	 national	 competent	 authority	 in	 charge	 of	 the	

regulation	of	pharmaceuticals,	conducting	pharmacovigilance	and	dealing	with	 the	

report	of	ADR’s.		The	prime	objective	of	the	Agency	is	promotion	of	public	health,	by	

ensuring	 pharmaceutical	 safety	 through	 promoting	 rational	 use	 of	 medicines,	

enhancing	 effectiveness	 and	 efficiency	 and	 ensuring	 proper	 pharmacovigilance.	

Nonetheless	Fimea	publishes	guidelines	for	ADR	reporting	and	amends	regulations	

on	pharmacovigilance	among	other	things.	144	The	Agency	collects	online	reports	on	

suspected	ADR’s	or	adverse	vaccine	reactions,	evaluates	the	data	before	submitting	it	

to	the	EMA.	Also	as	of	year	2017	electronic	forms	for	vaccine	adverse	reactions	are	

sent	 directly	 to	 the	 Fimea,	 unlike	 previously	 to	 the	Ministry	 of	 Social	 Affairs	 and	

Health.	 Thus	 the	 Agency	 now	 collects	 all	 information	 on	 ADR	 from	 health	

professionals,	patients,	pharmaceutical	industry	and	the	Ministry	of	Health.		

It	 is	 interesting	 to	note	 that	under	Finnish	 law	medical	professionals	are	not	

legally	obliged	to	report	adverse	effects	of	medicines,	whilst	they	are	legally	obliged	

to	report	adverse	reactions	of	vaccines.	When	it	comes	to	reporting	adverse	reactions	

 
143	Finnish	Medicines	Agency.	Fimea.	https://www.fimea.fi/web/en/about_us	
144	Regulation	4/2013	Pharmacovigilance	and	Guideline	2/2013	Reporting	of	Adverse	Drug	Reactions	
amended	by	Fimea	-	fimea	englanti.	(2013).	Finnish	Medicines	Agency	Fimea.	
https://www.fimea.fi/web/en/-/regulation-4-2013-pharmacovigilance-and-guideline-2-2013-
reporting-of-adverse-drug-reactions-amended-by-fimea		
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of	vaccines	the	physicians	are	required	to	submit	the	report	primarily	to	the	national	

Institute	of	Health	and	Welfare	after	which	the	Institute	sends	the	report	to	the	Fimea.	

However	with	the	updated	Guidelines	from	2017	the	duty	of	handling	ADR	reports	of	

the	National	Institute	of	Health	and	Welfare	is	transferred	to	the	Finnish	Medicines	

Agency	Fimea.	145	

According	to	the	Fimea	guidelines	doctors	and	pharmacist	are	only	advised	to	

report	 suspected	 ADR’s	 of	 medicines	 online.	 Nonetheless	 nurses	 can	 also	 report	

ADR’s	however	the	system	is	a	bit	different	as	it	is	not	an	automatic	online	report	like	

in	the	case	of	doctors	and	pharmacists	but	rather	must	submit	the	report	by	email.	All	

medical	professionals	including	doctors,	pharmacists	and	nurses	have	the	option	of	

sending	 the	 report	 of	 suspected	 ADR’s	 to	 the	 pharmaceutical	 company.	 Once	 the	

report	is	received	by	the	Marketing	authorization	holder	it	must	be	sent	to	the	Fimea.	

It	 is	 important	 to	note	 that	under	Finish	 law	whilst	medical	 professionals	 are	not	

under	the	legal	obligation	to	report	ADR’s	the	pharmaceutical	companies	are	obliged	

by	 law	 to	 report	 adverse	 drug	 reactions.	 This	 is	 stated	 in	 the	 Fimea	 Guidelines	

4/2013:	 “The	marketing	 authorization	 holder,	marketing	 authorization	 holder	 for	

parallel	import	and	registration	holder	shall	be	required	to	report	electronically	any	

suspected	 serious	 adverse	 reactions	 that	 have	 occurred	 in	 Finland	 and	 that	 have	

come	 to	 its	 attention	 to	 Fimea	 promptly	 and	 no	 later	 than	 15	 days	 following	 the	

receipt	of	the	information	according	to	the	pharmacovigilance.”146	

Also	 there	are	strict	criteria	 for	processing	pharmacovigilance	 for	 the	person	

responsible	for	conducting	pharmacovigilance	and	lack	of	knowledge	at	the	time	of	

inspection	is	not	considered	a	valid	argument.		

Nonetheless	patients	can	also	report	suspected	ADR’s	however	the	procedure	is	

the	same	as	for	nurses	meaning	they	can	only	send	the	report	via	email,	or	have	the	

option	 of	 consulting	 their	 doctors	 or	 pharmacist	 should	 they	 experience	 any	

 
145	Fimea	has	amended	guidelines	for	reporting	adverse	reactions.	(2017).	Finnish	Medicines	Agency	
Fimea.	https://www.fimea.fi/web/en/-/fimea-has-amended-guidelines-for-reporting-adverse-
reactions		
146	Regulation	4/201:	Reporting	of	adverse	reactions.(2013).	Finnish	Medicines	Agency	Fimea.	
https://www.fimea.fi/documents/542809/842303/23512_Maarays_4_2013_EN.pdf		
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symptoms	that	constitute	as	adverse	drug	effects.	The	latter	 is	the	preferred	route	

according	to	the	Fimea	Guidelines	on	ADR’s.	147	

Data	indicate	that	most	of	the	reported	ADR’s	come	from	medical	professionals	

especially	physicians	composing	around	1230	for	year	2015,	most	of	which	adhere	to	

new	medical	products	or	those	classified	as	special	in	need	of	surveillance.	Also,	there	

are	 a	 high	number	 of	 reports	 of	 adverse	drug	 reactions	 being	 reported	by	nurses	

which	is	a	very	high	number	if	the	high	pressure	and	workload	is	considered	together	

with	the	more	complicated	reporting	process	required	by	the	Fimea.	Furthermore	the	

2015	 report	 shows	 that	 patients	 have	 reported	 around	400	 cases	 of	ADR’s	whilst	

pharmacists	 around	 270.	 Furthermore,	 all	 reports	 on	 adverse	 reactions	 that	 are	

reported	 to	 the	Agency	 are	 collected	duly	 evaluated	by	medical	 professionals	 and	

specialists	 in	 the	 field.	Once	 the	 reports	 are	 being	 completed	 and	backed	up	with	

scientific	 data	 the	 Finnish	 Medicines	 Agency	 sends	 all	 ADR	 reports	 to	 the	

pharmaceutical	companies,	the	European	Medicines	Agency	as	well	as	the	WHO.	

Although	 the	 Finnish	 system	 of	 pharmacovigilance	 and	 reporting	 adverse	

reactions	of	medicines	is	well	organized	and	has	many	positive	aspects	as	explained	

above.	One	of	the	reasons	for	this	is	the	very	good	educational	system	of	Medicine	and	

Pharmacy	where	there	is	a	quite	elaborate	teaching	of	pharmacovigilance	available	

for	 students,	 as	 further	 as	 professional	 doctors	 and	 pharmacists	 are	 properly	

equipped	with	the	adequate	knowledge	of	identifying	and	analyzing	ADR’s.		

Yet,	one	of	the	perceived	barriers	to	the	system	could	be	its	independence	and	

supremacy	as	 there	 is	no	one	 to	supervise	 the	whole	process.	Also	as	 in	 the	other	

pharmacovigilance	systems	and	practices	in	reporting	ADR’s	in	EU	explained	above,	

in	Finland	too	doctors	are	keen	on	reporting	mostly	serious	and	new	adverse	drug	

reaction,	 whilst	 the	 reporting	 of	 less	 serious	 drug	 adverse	 reactions	 remains	

underreported.		

Also	according	to	the	Fimea’s	practice	and	guidelines	doctors	and	pharmacists	

are	 considered	 ‘preferred’	 actors	 in	 reporting	 ADR’s	 whilst	 other	 actors	 such	 as	

 
147	Guideline	1/2017	Reporting	of	Adverse	Reactions.	(2017),	Finnish	Medicines	Agency	Fimea.	
https://www.fimea.fi/documents/542809/842303/Ohje+1_2017+Haittavaikutusten+ilmoittaminen
_FI_EN.pdf/ab1645e5-cb1e-54ed-f64b-61b887d0e5cd		
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nurses	 and	 patients	 are	 marginalized.	 One	 can	 conclude	 this	 specifically	 through	

viewing	the	requirements	for	submitting	a	report	for	instance	as	in	the	first	group	the	

procedure	is	eased	and	thus	direct	electronic	reporting	is	made	available,	whilst	for	

the	second	group	the	procedure	is	more	complicated	in	that	they	are	to	print	fill	in	

forms	 and	 then	 attempt	 to	 reach	 the	 Agency	 via	 email.	 The	 system	will	 be	more	

balanced	and	more	information	would	be	made	available	for	consideration	I	all	actors	

in	the	pharmacovigilance	system	were	to	be	included	with	the	same	rules	and	have	

the	option	to	directly	electronically	submit	suspected	ADR’s.	Notwithstanding	the	fact	

that	doctors	are	most	usually	burdened	with	a	tight	schedule,	long	working	hours,	the	

reporting	by	nurses	might	simplify	the	whole	process	and	benefit	physicians	as	well.	

Also	 the	 awareness	 of	 patients	 in	 the	 whole	 reporting	 process	 of	 adverse	 drug	

reactions	and	the	importance	of	pharmacovigilance	should	be	raised	on	a	public	level.	

Generally,	 despite	 its	 drawbacks	 the	 Finnish	 system	 of	 pharmacovigilance,	

reporting	 adverse	 drug	 reactions	 and	 adverse	 vaccine	 reactions	 is	 very	 well	

organized,	up	to	date,	with	good	interconnectivity	among	the	actors.	

VI.2.5.	Pharmacovigilance	and	ADR	Reporting	in	Poland	

The	roots	of	the	Polish	pharmacovigilance	system	date	back	to	the	year	1971	

when	the	first	pharmacovigilance	center	was	created	under	the	name	‘The	Centre	for	

Monitoring	of	Adverse	Drug	Reactions’.	However	through	the	years	there	hadn’t	been	

a	great	number	of	cases	that	got	reported.	Statistics	indicate	that	in	the	first	6	years	

around	956	cases	had	been	reported	and	in	the	subsequent	9	years	only	around	961	

cases	of	adverse	drug	reactions	were	evidenced.		

The	basic	regulatory	body	dealing	with	pharmacovigilance	inspection	in	Poland	

is	 the	Office	 for	Registration	of	Medicinal	Products,	Medical	Devices	and	Biological	

products.		This	institution	has	as	it	central	activity	to	ensure	the	safety	of	medicines	

and	 among	 other	 things	 ensure	 that	 a	 certain	 medicinal	 product	 that	 holds	 a	

marketing	 authorization	 complies	 with	 the	 national	 and	 European	 regulatory	

requirements	for	product	safety.	Accordingly,	all	ADR	reports	are	sent	to	this	office	

for	 evaluation	 after	which	 they	 are	 sent	 to	 the	EMA	or	WHO	 relevant	 authorities.	

Among	 other	 things	 the	 Office	 is	 providing	 educational	 training	 for	 medical	
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professionals	 and	 conducting	 pharmacovigilance	 inspections	 of	 pharmaceutical	

entities.	In	making	regulatory	or	health	reforms	in	the	domain	of	pharmacovigilance	

the	 Office	 for	 Registration	 of	 Medicinal	 Products,	 Medical	 Devices	 and	 Biological	

products	cooperates	with	the	Ministry	of	Health.		

One	can	undoubtedly	state	that	the	Office	has	the	primary	role	in	supervising	

pharmacovigilance	in	the	country.	Thus,	annual	safety	reports	of	medicinal	products	

are	drafted	and	evaluated.	Nonetheless	 there	are	also	regional	 centers	 that	supply	

information	 on	 ADR’s.	 The	 requirement	 for	 reporting	 adverse	 drug	 reactions	 are	

stated	in	the	Pharmaceutical	law	and	executive	regulations.	This	law	had	subsequent	

amendments	from	year	2012	onwards	in	order	to	harmonize	the	national	legislation	

with	the	EU	Directives	and	regulations	on	medicinal	product	safety.	As	a	result	the	

intended	use	of	adverse	effect	in	the	law	was	expanded.	Under	the	current	legislation	

every	adverse	effect	that	occurs	should	be	reported	to	the	competent	authorities.	This	

also	includes	unlikely	situations	such	as	inadequate	usage,	over	dosage	or	improper	

prescription	or	diagnosis	as	well.	 	Reporting	of	adverse	side	effects	of	medicines	is	

obligatory	 for	medical	 professionals	 such	 as	 doctors,	 nurses	 and	 pharmacists	 and	

more	 recently	 clinical	 laboratory	 scientist,	 technicians	 and	pharmacists	 assistants.	

However	 despite	 this	 obligation	 and	 the	 fact	 that	 a	 vast	 majority	 of	 the	 Polish	

population	 is	 consuming	 medical	 products	 (around	 71%),	 yet	 the	 reporting	 of	

adverse	effects	is	rather	low.	Thus	for	example	in	year	2008	approximately	904	cases	

of	 ADR’s	 have	 been	 reported	 at	 the	 Office	 for	 Registration	 of	Medicinal	 Products,	

Medical	Devices	and	Biological	products,	whilst	in	year	2012	this	number	has	grown	

only	to	1144	cases	per	annum.			

Also	with	 the	 amended	pharmaceutical	 legislation	patients	were	 granted	 the	

right	 to	 report	 suspected	 ADR’s	 to	 their	 physician,	 pharmacists,	 the	 marketing	

authorization	holder	or	even	directly	to	the	President	of	the	Office	for	Registration	of	

Medicinal	 Products,	 Medical	 Devices	 and	 Biological	 products.	 In	 order	 to	 protect	

patients’	rights	and	facilitate	access	a	special	web	site	has	been	created	for	reporting	

ADR’s.		
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It	 is	 an	 interesting	 fact	 that	 despite	 the	 legal	 requirement	 for	 all	 medical	

professionals	to	report	suspected	adverse	drug	reactions,	the	system	has	not	imposed	

any	penalties	for	failure	to	report.		

Similarly,	 as	 in	 other	 EU	 countries	 medical	 professionals	 need	 to	 complete	

reports	on	suspected	ADR’s	and	send	them	to	the	competent	authorities	or	directly	

to	 the	 manufacturer,	 i.e.	 the	 pharmaceutical	 company.	 Nonetheless	 the	

pharmaceutical	company	is	under	a	legal	obligation	to	report	all	suspected	adverse	

drug	reactions,	and	unlike	the	medical	professionals	there	are	very	high	penalties	for	

not	doing	so.	Under	Polish	law	in	certain	cases	failure	to	comply	with	this	obligation	

can	result	also	in	imprisonment.		

Although	the	Polish	pharmacovigilance	system	is	well	functioning	it	has	several	

challenges	one	of	them	being	as	aforementioned	the	problem	of	underreporting	by	

all	actors.	One	of	the	reasons	as	to	this	is	lack	of	awareness	and	lack	of	knowledge	of	

the	functioning	of	the	ADR	system	by	medical	professionals.	Also	research	indicates	

that	part	of	 the	 reasons	might	 also	be	 the	 fear	of	physicians	 and	other	healthcare	

professionals	as	having	the	misconception	that	ADR’s	are	mostly	related	to	medical	

errors	 and	 hence	 might	 impede	 with	 the	 perception	 of	 their	 competence	 and	

professionalism	or	even	unnecessary	legal	proceedings.			Hence	as	a	possible	solution	

to	this	problem	one	study	suggests	rising	awareness	by	investing	in	campaigns	that	

are	 to	 increase	 the	knowledge	and	usefulness	of	pharmacovigilance	and	 reporting	

ADR’s	and	thus	in	turn	lessen	the	fear	of	facing	legal	complaints	by	patients	or	the	

competent	authorities.			Also	it	is	worth	to	mention	that	unlike	in	some	EU	countries	

pharmacovigilance	is	not	part	of	the	curriculum	at	the	Universities	of	Medicine	and	

Pharmacy	 and	 thus	 professional	 knowledge	 in	 this	 area	 is	 ever	 more	 important.	

Nonetheless	as	a	result	of	the	lack	of	knowledge	of	pharmacovigilance	academically	

there	 is	 also	 a	 very	 limited	 knowledge	 in	 the	 general	 population	 on	 the	 topic,	

including	patients	 as	 the	most	 affected	 group	of	ADR’s.	 Although	 there	 have	 been	

attempts	to	 increase	patient	awareness	of	reporting	adverse	drug	reactions	by	the	

authorities	their	knowledge	has	remained	limited	and	thus	more	awareness	raising	

campaigns	are	necessary	in	order	to	broaden	their	knowledge	in	this	important	area.	

So	far	there	have	been	very	useful	campaigns	promoted	by	the	Office	for	Registration	
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of	Medicinal	Products,	Medical	Devices	and	Biological	products	in	order	to	inform	the	

public	on	reporting	adverse	drug	effects.	

Due	 to	 the	structure	of	 the	system	especially	when	 it	 comes	 to	 the	penalties,	

most	of	the	ADR	reports	in	Poland	come	from	the	pharmaceutical	companies	whilst	

spontaneous	reports	constitute	around	20	%	from	all	reports.	Thus,	as	indicated	in	

most	 studies	 it	 is	 essential	 to	 increase	 the	 professional	 knowledge	 of	

pharmacovigilance	and	 subsequently	 reporting	adverse	drug	 reactions	 in	order	 to	

increase	the	existing	data	of	suspected	ADR’s,	and	 identify	and	prevent	hazards	to	

public	health	from	certain	medical	products.	

	

VI.3.	Concluding	remarks	on	Pharmacovigilance	
	

The	 European	 pharmacovigilance	 systems	 in	 one	 of	 the	 most	 elaborate	 and	

effective	in	the	world.	Although	it	needs	improvements	in	certain	areas	the	One	year	

Report	 on	 pharmacovigilance	 tasks	 of	 the	 EMA	 suggests	 that	 it	 has	 achieved	 its	

objective	of	ensuring	patient	safety	and	its	goal	of	obtaining	greater	harmonization	of	

its	legislation	on	an	EU	level.148		

Also	despite	certain	differences	among	the	pharmacovigilance	systems	across	

the	EU	there	is	a	great	level	of	similarity	in	reporting	ADR’s.	Namely	most	Member	

States	 have	 made	 available	 electronic	 reporting	 for	 most	 stakeholders	 such	 as	

medical	 professionals,	 MA	 holders	 and	 patients	 and	 tend	 to	 collect,	 evaluate	 and	

synchronize	all	data	prior	to	sending	it	to	the	EMA.	Also	there	has	been	great	progress	

in	the	pharmacovigilance	data	gathering	since	the	Edura	Vigilance	webpage	has	been	

introduced,	which	collects	all	ADR’s	on	the	territory	of	Europe	and	one	can	view	in	

turn	all	side	effects	by	country	or	particular	medicine.	This	has	contributed	to	greater	

EU	harmonization	in	the	domain	of	pharmacovigilance	 legislation.	Nonetheless	the	

 
148	European	Medicines	Agency.	(2019).	Report	on	pharmacovigilance	tasks	from	EU	Member	States	
and	the	European	Medicines	Agency	(EMA),	2015-	2018.	https://www.ema.europa.eu/en/human-
regulatory/overview/pharmacovigilance/legal-framework/implementation-pharmacovigilance-
legislation	
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new	rules	 introduced	with	the	Regulation	1235/2010149	on	pharmacovigilance	has	

by	 and	 large	 helped	 the	 EU	 with	 this	 objective.	 It	 had	 been	 introduced	 with	 the	

objective	to	decrease	the	number	of	ADR’s	of	medicines.	

Also,	with	 the	 implementation	 of	 the	 latest	 pharmacovigilance	 guidelines	 on	

good	 pharmacovigilance	 practice	 one	 can	 state	 that	 there	 has	 been	 greater	

transparency	 and	 overall	 greater	 inclusion	 of	 all	 actors	 in	 the	 pharmacovigilance	

system.	This	has	 in	 turn	 led	to	 increased	safety	and	efficacy	of	medicinal	products	

usage	in	the	EU.	However,	from	the	aspect	of	pharmaceutical	companies	one	can	state	

that	this	has	caused	more	burdens	for	the	marketing	authorization	holder,	especially	

when	promoting	new	innovative	products.	But	nonetheless	the	system	has	offered	

the	possibility	for	granting	a	conditional	MA	for	these	purposes.	Hence	the	granting	

of	 conditional	 Marketing	 Authorization	 although	 carrying	 certain	 risks	 offers	 the	

patient’s	possibilities	to	benefit	from	new	life	saving	medicines	in	many	cases	and	the	

post	authorization	safety	studies	should	be	thus	diligently	followed	by	the	MA	holders	

in	order	to	ensure	proper	safety	guidelines	according	to	the	GVP.		

	

In	conclusion,	the	European	pharmacovigilance	system	is	heavily	regulated	but	

effective,	as	ADR	reporting	has	increased,	and	as	a	result	harmful	pharmaceuticals	

cut	off	from	the	market	or	faced	additional	post	authorization	procedures	with	a	

view	of	bettering	public	health.		

	

	 	

 
149REGULATION	(EU)	No	1235/2010	OF	THE	EUROPEAN	PARLIAMENT	AND	OF	THE	COUNCIL	of	15	
December	2010amending,	as	regards	pharmacovigilance	of	medicinal	products	for	human	use,	
Regulation	(EC)		No	726/2004	laying	down	Community	procedures	for	the	authorisation	and	
supervision	of	medicinal	products	for	human	and	veterinary	use	and	establishing	a	European	
Medicines	Agency,	and	Regulation	(EC)	No	1394/2007	on	advanced	therapy	medicinal	products				
https://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2010:348:0001:0016:EN:PDF		
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VII.	Medical	product	liability	
	

No	matter	how	precautious	the	regulatory	authorities	are,	and	despite	imposing	

very	strict	rules	of	obtaining	a	Marketing	authorization	and	strict	post	authorization	

procedures	 and	 pharmacovigilance	 procedures,	 yet	 there	 are	 a	 vast	 number	 of	

adverse	effects	caused	by	medicines.	Although	the	very	topic	of	medicinal	liability	is	

wider	and	has	many	aspects	in	this	paper	the	focus	will	be	on	assessing	the	elements	

of	 medicinal	 product	 liability,	 and	 the	 consequent	 liability	 schemes	 in	 various	

Member	States.	Although	there	is	a	Products	Liability	Directive	that	covers	also	cases	

of	medicinal	product	liability	dating	since	1985150,	there	seems	to	be	a	difference	in	

the	product	 liability	schemes	 in	various	Member	States	when	it	comes	to	handling	

medicines.	Namely	there	happen	to	be	differences	in	assessing	causation,	which	bears	

the	burden	of	proof,	the	calculation	of	damages	etc.	Indeed,	as	it	has	been	stipulated	

in	a	judgment	by	the	ECJ	in	the	case	of	Novo	Nordisk	Pharma151,	the	Product	Liability	

Directive	does	not	preclude	the	national	legislation	in	Member	States	in	construing	a	

special	liability	system.	

However,	 despite	 these	 national	 variations	 in	 the	medicinal	 product	 liability	

regimes,	 one	 can	 say	 with	 certainty	 that	 harmonization	 on	 a	 European	 level	 has	

increased	through	the	years.	This	is	of	great	importance	since	it	impacts	the	mobility	

of	 patients	 and	 doctors,	 consumers	 and	 producers	 of	 medicines,	 improves	 the	

functioning	of	the	free	market	in	the	domain	of	pharmaceuticals,	and	unites	the	legal	

systems,	 customs	 and	 practices	 for	 the	 greater	 good.	 Thus,	 as	 suggested	 in	 the	

Comparative	liability	study	152	in	analyzing	the	pros	of	harmonization	of	EU	law	in	the	

medical	liability	field:	“,	[H]harmonization–	not	complete	unification	-	is	essential.”	

 
150	Directive	85/374/EEC	
151	Judgment	of	the	Court	(Fourth	Chamber),	20	November	2014	
Novo	Nordisk	Pharma	GmbH	v	S.,	Case	C	310/13,	Source:	
https://curia.europa.eu/juris/document/document.jsf?text=&docid=159824&doclang=EN		
	
152	Hondius,	E.	(2001).	Comparative	medical	liability	in	Europe.	Festschrift	Für	Hans	Stoll,	185–194.	
https://www.narcis.nl/publication/RecordID/oai%3Adspace.library.uu.nl%3A1874%2F22840/uqu
ery/Comparative%20medical%20liability%20in%20Europe%20/id/1/Language/EN	
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In	this	chapter	the	principles	of	medicinal	product	liability	will	be	considered,	

as	well	as	the	issue	of	whether	medicines	should	be	regarded	as	a	separate	case	from	

other	 products	 such	 as	 is	 the	 example	 in	 the	 US	 law	 for	 example.	 Primarily	 the	

elements	of	medicinal	products	liability	will	be	established,	such	as	defectiveness	due	

to	 design	 defects,	 quality	 defects,	 adequate	 warning	 and	 instruction	 defects,	

establishing	 causation	 and	 providing	 of	 epidemiological	 evidence	 and	 finally	 the	

development	 risk	defense	 and	 regulatory	 compliance	defense	 that	 pharmaceutical	

companies	adhere	to.	Finally,	a	comparative	analysis	of	major	EU	states	jurisdictions	

will	be	made	with	the	relevant	case	law.		

		The	very	term	medicinal	product	liability	means	liability	arising	from	defects	

in	a	certain	medicinal	product.	The	defects	in	the	product	can	be	unforeseeable	to	the	

scientific	 knowledge	 at	 that	 point	 or	 a	 result	 from	 negligent	 manufacturing	

procedures.	 At	 some	 instances	 it	 happens	 that	 the	 information	 provided	 in	 the	

pharmaceutical	 warning	 leaflet	 relating	 to	 the	 usage,	 indications	 and	

contraindications	can	be	misleading	or	 incomplete.	Although	all	medicines	 in	their	

nature	 carry	 an	 inherent	 risk	 pharmaceutical	 companies	 and	 manufacturers	 are	

under	a	strict	liability	to	provide	products	of	the	highest	standards	in	the	service	of	

public	health.	Hence	historically	in	the	EU	the	regulatory	reforms	of	product	liability	

had	been	initiated	as	a	result	of	the	tragedy	that	struck	thousands	of	patients	and	their	

offspring	after	the	usage	of	the	drug	thalidomide	in	the	period	between	1959	year	and	

1962.	The	usage	of	this	medicine	in	pregnant	women	had	caused	phocomelia	in	their	

children	 and	 as	 there	 were	 no	 adequate	 regulatory	 tools	 at	 the	 time	 to	 claim	

negligence	 and	 compensation	 in	 the	 UK	 and	 EU.	 As	 a	 result	 of	 this	 the	 Council	

Directive	65/65/EEC	153	relating	to	proprietary	medicinal	products	had	been	enacted	

in	the	EU	in	1965.	

In	the	EU	medicinal	product	liability	has	the	generally	the	same	treatment	as	any	

other	 products’	 liability	 regime	 and	 pharmaceutical	 liability	 is	 covered	 with	 the	

 
153	Council	Directive	65/65/EEC	of	26	January	1965	on	the	approximation	of	provisions	laid	down	by	
Law,	Regulation	or	Administrative	Action	relating	to	proprietary	medicinal	products	
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Product	Liability	Directive154.	Since	its	implementation	most	Member	States	in	the	EU	

follow	the	no	fault	liability	regime	for	defective	products,	in	line	with	their	respective	

national	 legislations.	 Although	 it	 is	 in	 objective	 of	 the	 Directive	 to	 achieve	

harmonization	of	the	European	legislation	in	this	area,	there	are	certain	segments	of	

the	product	 liability	 legislation	that	have	been	 left	 to	 the	national	courts	 to	decide	

upon.	 This	 would	 include	 application	 of	 the	 so	 called	 ‘development	 risk	 defense’,	

calculating	damages	and	imposing	limitations	of	damage	that	had	resulted	in	death	

or	serious	health	injuries	by	same	nature	products,	compensation	for	non-material	

damages.		

EU	product	liability	law,	and	product	liability	law	for	that	matter,	is	founded	on	

the	principles	of	tort	law,	contract	law	and	the	national	laws	of	the	country	where	the	

claim	is	brought,	or	the	damage	has	occurred.	Hence	citizens	of	the	EU	have	an	option	

to	 bring	 a	 claim	 under	 contract	 law	 or	 tort	 law.	 Under	 contract	 law	 the	 relevant	

provision	 would	 be	 the	 Consumer	 Sales	 and	 Guarantees	 Directive155 	Namely	 the	

seller	is	under	an	obligation	to	sell	a	product	that	is	under	conformity	with	the	sale	

contract.	 Under	 the	 Directive	 conformity	 means	 that	 the	 product	 which	 was	

purchased	 is	 in	conformity	with	the	quality	of	 the	samples	the	sellers	has	put	 into	

circulation	or	 is	adequate	 to	 the	description,	 serves	 the	consumer	 the	purpose	 for	

which	it	was	intended	and	this	was	clear	to	the	seller,	and	is	of	the	same	quality	as	

similar	products	on	the	market	of	that	type.	Under	Article	5	of	the	abovementioned	

Directive	the	consumer	has	the	option	to	seek	replacement	of	the	product	if	it	is	not	

inconformity	 and	 the	 usual	 period	 for	 this	 is	 5	 years.	 It	 is	 worth	 noting	 that	 the	

abovementioned	Directive	is	being	replaced	with	the	new	Directive	(EU)	2019/771156	

which	is	expected	to	be	enacted	in	January	2022.		

Most	 commonly	 though	 product	 liability	 in	 the	 EU	 is	 established	 under	 the	

Product	Liability	Directive.	The	manufacturer	or	producer	of	a	product	is	liable	for	

 
154	Council	Directive	85/374/EEC	of	25	July	1985	on	the	approximation	of	the	laws,	regulations	and	
administrative	provisions	of	the	Member	States	concerning	liability	for	defective	products	
155	Directive	1999/44/EC	of	the	European	Parliament	and	of	the	Council	of	25	May	1999	on	certain	
aspects	of	the	sale	of	consumer	goods	and	associated	guarantees	
156	Directive	(EU)	2019/771	of	the	European	Parliament	and	of	the	Council	of	20	May	2019	on	
certain	aspects	concerning	contracts	for	the	sale	of	goods,	amending	Regulation	(EU)	2017/2394	and	
Directive	2009/22/EC,	and	repealing	Directive	1999/44/EC		
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defectiveness	of	the	product.	Hence,	usually	in	medicinal	product	liability	claims	the	

manufacturer,	for	example	the	pharmaceutical	company	is	liable	for	any	defects	in	its	

products.	 A	medicinal	 product	 is	 deemed	 defective	 when	 it	 does	 not	 provide	 the	

consumer	with	an	expected	level	of	safety.	In	the	case	of	pharmaceuticals	and	other	

medicinal	products	and	medical	devices,	the	level	of	safety	that	is	expected	is	much	

higher	than	in	other	products	on	the	market.	This	has	been	noted	in	the	judgment	in	

the	 Boston	 Scientific	 case	 concerning	 liability	 on	 the	 part	 of	 the	 producer	 for	

manufacturing	defective	heart	pacemakers.	157	However,	this	is	always	put	in	context	

with	 the	 relevant	 circumstances	 such	 as	 the	 time	 when	 the	 product	 is	 put	 into	

circulation.	In	that	sense	a	medicinal	product	will	not	be	considered	defective	in	the	

case	where	a	better	similar	product	has	been	placed	on	the	market.		

	A	producer	for	the	purposed	of	the	Directive	is	considered	to	be:	

"	'Producer'	means	the	manufacturer	of	a	finished	product,	the	producer	of	any	

raw	 material	 or	 the	 manufacturer	 of	 a	 component	 part	 and	 any	 person	 who,	 by	

putting	his	name,	trade	mark	or	other	distinguishing	feature	on	the	product	presents	

himself	as	its	producer.”158		Nonetheless	in	the	cases	where	the	producer	is	not	known	

the	suppliers	are	considered	to	be	producers,	and	if	they	are	more	than	1	they	are	

considered	to	have	joint	and	several	liabilities	for	the	defectiveness	of	a	product.	This	

could	include	for	instance	an	EU	importer,	or	a	supplier	who	refuses	to	give	data	on	

the	producer	of	a	medicinal	product.		

It	 is	 an	 interesting	 fact	 that	 according	 to	 the	 Product	 Liability	 Directive,	 a	

producer	may	be	found	liable	without	being	proved	to	be	at	fault	or	negligent	by	the	

plaintiff,	for	the	damages	that	had	occurred	as	a	result	of	defectiveness	of	the	product	

in	question.	Under	Article	7	of	the	Product	Liability	Directive	the	exceptions	to	this	

rule	 are	 outlined.	 Among	which	 the	 cases	where	 he	 had	 not	 put	 the	 product	 into	

circulation,	the	defect	had	been	unknown	at	the	time	of	manufacturing,	he	complied	

with	 regulatory	 standards,	 and	 the	 state	 of	 scientific	 knowledge	 at	 the	 time	 of	

 
157	Judgment	of	the	Court	(Fourth	Chamber)	of	5	March	2015	
Boston	Scientific	Medizintechnik	GmbH	v	AOK	Sachsen-Anhalt	–	Die	Gesundheitskasse	and	
Betriebskrankenkasse	RWE,	Joined	Cases	C-503/13	and	C-504/13		
	
158	Article	3.1	of	the	Product	Liability	Directive	
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production	had	been	such	as	to	make	the	defect	undiscoverable.	The	development	

risk	defense	and	regulatory	compliance	defense	will	be	explained	in	more	detail	in	

separate	sections	below.		

Nonetheless	producers	could	be	accountable	for	off	label	use	medicinal	products	

in	 the	case	where	 they	seized	 to	put	a	proper	warning	of	 the	side	effects.	 In	 these	

cases,	it	is	worth	to	note	that	also	the	doctor	or	pharmacist	could	be	found	liable	if	

they	failed	to	inform	the	patient	properly	about	the	medicines	side	effects	and	proper	

usage	respectively.		

In	proving	medicinal	product	liability,	it	is	essential	that	the	plaintiff	proves	not	

only	the	defect	and	the	damage	caused,	but	also	that	there	is	a	causal	link	that	in	fact	

the	defectiveness	was	the	reason	for	the	damage.	This	is	true	for	all	product	liability	

claims,	but	even	more	so	important	for	medicinal	product	liability	claims	because	not	

seldomly	a	medicinal	product	 that	 is	beneficial	 for	a	 certain	group	of	patients	 can	

cause	damage	to	another	group	of	patients,	and	also	there	is	the	outstanding	liability	

issues	 of	 other	 intermediaries	 such	 as	 doctors,	 pharmacists,	 or	 even	 contributory	

negligence	 on	 the	 part	 of	 the	 patient	 where	 he	 might	 have	 provided	 insufficient	

information	to	the	medical	practitioners.		

It	 is	worth	mentioning	 that	when	 it	 comes	 to	product	 liability	 claims	be	 it	 in	

contract	or	tort	law	in	the	EU	the	jurisdictional	matters	ought	to	be	determined,	i.e.	in	

case	of	 a	 disagreement	between	 courts	 if	 the	parties	disagree	 about	 the	place	 the	

damage	occurred	or	the	place	where	the	contract	of	sale	had	been	concluded.	Hence	

when	 there	 is	 a	 claim	and	 there	 is	diversity	 in	 the	 courts	opinion	 in	 two	Member	

States	the	Brussels	I	Regulation	(Recast)159	applies.	Under	Article	5	of	the	Regulation	

the	defendant	domiciled	in	a	Member	state	is	sued	in	the	courts	of	that	Member	state	

except	 in	 special	 circumstances	 outlined	 in	 the	 Regulation.	 The	 question	 is	 to	

determine	 whether	 the	 relevant	 place	 is	 the	 place	 where	 the	 contract	 had	 been	

concluded,	i.e.	the	obligation	in	question,	for	example	the	place	where	the	medicine	

 
159	REGULATION	(EU)	No	1215/2012	OF	THE	EUROPEAN	PARLIAMENT	AND	OF	THE	COUNCIL	of	12	
December	2012on	jurisdiction	and	the	recognition	and	enforcement	of	judgments	in	civil	and	
commercial	matters	(recast)	;	Source:	https://eur-
lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2012:351:0001:0032:en:PDF	
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had	been	bought	under	article	7(1),	or	the	place	where	the	harmful	event	occurred,	

under	Article	7(2).		

	

VII.1.	Principles	of	medicinal	product	liability	law	
	

For	 a	 product	 to	 be	 considered	 safe	 it	 must	 have	 met	 the	 reasonable	

expectations	of	the	consumer,	 i.e.	patient	in	the	case	of	medicinal	products.	Once	a	

product	has	caused	damage	or	 injury	by	an	unexpected	defect,	 liability	 is	 incurred	

upon	the	producer.	The	problem	with	pharmaceuticals	as	aforementioned	is	that	it	is	

in	their	very	nature	to	alter	human	health	and	they	carry	an	inherent	risk,	making	

them	very	beneficial	for	a	group	of	patients	whilst	potentially	detrimental	to	another.	

Thus	 in	 establishing	 medicinal	 product	 liability	 the	 basic	 principles	 of	 product	

liability	law	serve	as	guidelines	when	bringing	a	claim.	Among	the	basic	principles	of	

product	liability	law	are	the	principles	of	strict	liability,	negligence	and	warranty.	

VII.1.1.	Strict	Liability	

The	concept	of	strict	liability	in	product	liability	litigation	means	that	a	producer	

is	 found	 liable	 for	defects	 in	his	product	 irrespective	of	 taking	all	precautions	and	

following	all	guidelines	at	the	time.	This	principle	could	be	applied	by	both	contract	

and	tort	law.	In	the	context	of	contract	law	this	would	mean	that	a	person	selling	the	

product	that	has	sold	a	defective	product	could	be	liable	without	having	any	fault	on	

his	part	or	without	having	knowledge	of	the	product’s	defectiveness.	Similarly,	this	

would	mean	 that	 the	 manufacturer	 could	 be	 found	 liable	 for	 a	 defective	 product	

without	fault	or	damage	caused	as	a	result	of	producing	the	product.		

Under	the	EU	Product	Liability	Directive	though	the	plaintiff	should	be	able	to	

prove	the	damage,	the	defect	in	the	product	as	well	as	the	existence	of	a	causal	link	

between	the	damage	and	the	defect.	As	there	is	a	strict	liability	regime	for	medicinal	

products,	he	does	not	have	an	obligation	to	prove	negligence	or	fault	on	the	part	of	

the	manufacturer	 of	 the	 product.	 	 An	 example	 of	 the	 strict	 liability	 regime	 put	 in	
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practice	 under	 EU	 case	 law	 would	 be	 the	 Boston	 Scientific	 case 160 	where	 it	 was	

concluded	that	should	the	product	in	question	belong	to	a	certain	group	of	products	

that	have	a	potential	defect,	it	will	be	considered	to	be	defective	without	there	having	

been	a	need	to	prove	the	actual	defect	in	the	products	in	question.	However,	there	are	

exceptions	 to	 this	 rule	 under	 European	 product	 liability	 law	 where	 the	 scientific	

knowledge	 at	 the	 time	 of	 manufacturing	 had	 been	 such	 as	 to	 make	 the	 defect	

undiscoverable,	or	in	some	cases	the	pharmaceutical	company	had	complied	with	all	

regulatory	 standards	 such	as	 conducted	proper	pharmacovigilance	and	other	post	

marketing	authorization	safety	procedures	etc.	Yet	one	must	note	that	the	threshold	

of	establishing	expert	knowledge	and	proper	warranty	on	the	part	of	pharmaceutical	

companies	is	very	high	and	in	practice	it	is	quite	difficult	to	pursue	the	development	

risk	defense	or	regulatory	compliance	defense.		

VII.1.2.	Warranty		

The	principle	of	warranty	can	be	found	in	tort	and	contract	law	and	it	enables	

the	buyer	of	a	product	to	bring	an	action	against	a	seller	on	the	basis	that	the	latter	

has	made	a	false	warranty	of	the	product	in	question,	without	having	the	obligation	

to	 prove	 negligence.	 Thus,	 as	 abovementioned	with	 the	 principle	 of	 strict	 liability	

similarly	with	the	principle	of	warranty,	both	the	seller	and	retailer	could	be	found	

liable	for	marketing	false	or	misleading	warranties	even	if	in	some	cases	they	were	

certain	of	the	products’	conformity	with	standards,	quality	and	adequate	warranty.		

Additionally,	under	the	Consumer	Sales	and	Guarantees	Directive	it	is	stipulated	

that	consumers	are	entitled	to	a	2	year	Guarantee	and	that	should	the	product	prove	

to	be	defective	or	lacking	conformity	with	the	contract,	the	buyer	is	entitled	to	seek	

reparation	or	compensation	within	a	2	month	period	from	purchase.	161Hence	sellers	

in	 the	 EU	 are	 under	 the	 obligation	 to	 provide	 guarantees	 for	 the	 quality	 of	 their	

products	within	2years.	In	practice	the	implementation	of	this	Directive	and	the	exact	

 
160	Judgment	of	5th	of	March	2015,	Boston	Scientific	Medizintechnik	GmbH,	Joined	Cases	C-503/13	
and	C-504/13,	EU:C:2015:148.	
161	Consumer	sales	and	guarantees	Directive.	(2017,	December	8).	European	Commission.	
https://ec.europa.eu/info/law/law-topic/consumer-protection-law/consumer-contract-
law/consumer-sales-and-guarantees_en		
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time	frame	of	warranties	vary	among	national	legislations,	although	the	majority	has	

opted	for	the	2-year	threshold	in	practice.	Data	indicates	that	about	7	countries	have	

imposed	a	longer	warranty	period,	and	about	14	have	reduced	the	warranty	period	

for	the	selling	of	second	handed	products.	162Also,	the	burden	of	proof	in	these	cases	

is	mostly	on	the	consumer,	but	this	issue	is	also	dealt	with	by	the	national	courts	in	

Member	States.	Namely	all	Member	States	have	adopted	the	possibility	of	reversed	

burden	of	proof	in	their	national	laws,	in	order	to	favor	the	consumer.	Although	in	

practice	 most	 sellers	 and	 intermediaries	 transfer	 the	 buyers’	 requests	 for	

replacement	to	the	producer,	the	obligation	of	the	seller	is	derived	from	the	fact	that	

the	seller	is	indeed	the	one	who	has	offered	the	particular	product	for	purchase	to	the	

buyer.		

VII.1.3.	Negligence	

One	can	easily	state	that	the	principle	of	negligence	lies	at	the	heart	of	tort	law.	

Under	the	tort	of	negligence,	it	is	primarily	important	to	establish	the	duty	of	care,	

further	prove	that	that	duty	was	breached,	and	finally	that	the	particular	breach	had	

caused	 damage	 to	 the	 injured	 party.	 It	 is	 pertinent	 that	 all	 of	 these	 elements	 are	

proven	for	establishing	negligence.	Namely	the	claimant	has	to	demonstrate	that	the	

defendant	 whether	 the	 supplier	 or	 manufacturer	 of	 a	 medicinal	 product	 has	

negligently	 caused	 the	damage	 in	his	 case.	 Further	 to	 this	 the	existence	of	 the	 so-

called	causal	connection	is	very	important	for	a	claim	to	succeed.	Although	the	claim	

could	be	brought	against	suppliers,	retailers,	and	other	representatives,	most	claims	

are	usually	brought	against	the	manufacturer	of	the	product.	Nonetheless	the	claim	

in	negligence	has	the	advantage	over	the	claim	in	contract	or	strict	liability	in	that	it	

can	 be	 used	 against	 a	 broader	 range	 of	 defendants,	 such	 as	 seller,	 distributer,	

producer,	etc.	However	unlike	 in	 the	strict	 liability	action,	here	 it	 is	pertinent	 that	

negligence	or	fault	is	proven	by	the	plaintiff.	It	is	worth	mentioning	also	that	unlike	

the	strict	liability	claim	abovementioned,	in	the	negligence	claim	it	is	not	sufficient	to	

 
162	European	Consumer	Centre	(ECC)	Germany.	(2015).	Summary:	Commercial	Warranties	-	Are	they	
worth	the	money	?	Legal	guaranties	and	commercial	warranties	on	consumer	goods	in	the	EU,	Iceland	
and	Norway.	https://www.evz.de/fileadmin/Media/PDF/EN/Summary-report_tableaux_EN.pdf	
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prove	only	the	existence	of	damage,	but	that	actual	negligence	or	fault	on	the	part	of	

the	defendant	was	the	exact	reason	for	causing	the	damage	to	the	plaintiff.		

In	 practice	 most	 negligence	 related	 claims	 adhere	 to	 the	 case	 where	 a	

manufacturer	of	medicinal	products	hasn’t	timely	supplied	relevant	information	on	

the	products	safety,	or	has	negligently	performed	the	post	marketing	authorization	

procedure.	 This	 obligation	 of	 the	 producer	 to	 provide	 effective	 and	 efficient	 post	

marketing	surveillance	procedures	in	order	to	ensure	public	health	is	stipulated	in	

the	Article	9	of	the	General	Product	Safety	Directive.	163	

Although	every	country	has	its	own	separate	liability	schemes	when	it	comes	to	

the	 application	 of	 negligence,	 here	 the	 particularities	 of	 the	 UK	 system	 will	 be	

elaborated	as	having	the	oldest	connection	to	the	concept	of	negligence.	164	

Hence	in	establishing	the	burden	of	proof,	the	plaintiff	needs	to	prove	that	the	

negligent	action	of	the	defendant	had	caused	the	damage.	For	this	there	is	a	certain	

standard	of	proof	required	that	 is	 further	assessed	on	the	balance	of	probabilities.	

This	is	particularly	difficult	in	the	case	of	medicines	as	there	are	a	great	number	of	

conflicting	expert	opinions	 that	 could	be	 relevant,	 including	 in	 some	 instances	 the	

doctor’s	 evaluation,	 the	 prescribing	 pharmacist’s	 point	 of	 view	 and	 other	 experts	

form	 the	 pharmaceutical	 industry.	 It	 is	 indeed	 a	 challenge	 to	 prove	 that	 exactly	 a	

manufacturing,	design	or	quality	or	improper	warranty	was	the	cause	for	the	damage	

suffered	by	the	plaintiff.	An	example	of	a	case	where	difficulty	in	proving	the	causal	

link	 in	 the	 usage	 of	medicines	was	 the	 case	 of	 XYZ	 v	 Schering.165	In	 this	 case	 the	

plaintiff	 had	 claimed	 that	 he	 suffered	 cardio-vascular	 problems	 and	 deep	 vein	

thrombosis	as	a	result	of	consumption	of	a	third	generation	of	oral	contraceptive	pills,	

manufactured	by	the	defendant.	The	argument	had	been	that	these	contraceptive	pills	

had	 carried	 a	 much	 greater	 risk,	 up	 to	 two	 times	 in	 comparison	 to	 the	 second-

 
163	Directive	2001/95/EC	of	the	European	Parliament	and	of	the	Council	of	3	December	2001,	Art.	9;	
Source:	https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32001L0095&from=EN		
	
164				Winfield,	P.	H.	(1926).	The	History	of	Negligence	in	the	Law	of	Torts.	Law	Quarterly	Review,	
42(2),	184–201.	
https://heinonline.org/HOL/LandingPage?handle=hein.journals/lqr42&div=20&id=&page=		
	
165	XYZ	&	others	v	Schering	Health	Care	Ltd	&	others	[2002]	EWHC	1420	
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generation	 oral	 contraceptive	 pills.	 However,	 the	 court	 rejected	 the	 claim	 as	 the	

plaintiff	 had	 failed	 in	 proving	 the	 relative	 risk	 posed	 by	 the	 third-generation	 oral	

contraceptive	pills	in	comparison	to	the	second-generation	oral	contraceptive	pills.	

Namely	it	had	been	difficult	to	establish	this	argument	on	the	balance	of	probabilities	

as	 there	had	been	a	variety	of	divergent	scientific	opinion	on	the	matter.	Here	 the	

question	of	usage	of	epidemiological	evidence	will	be	brought	up,	and	this	thesis	will	

examine	it	thoroughly	in	the	respective	section	bellow.		

Although	 most	 commonly	 the	 burden	 of	 proof	 lies	 on	 the	 plaintiff,	 in	 some	

instances	like	in	cases	where	the	damage	could	not	have	resulted	from	anything	other	

than	the	defendant’s	negligence,	the	court	can	reverse	the	burden	of	proof	onto	the	

defendant	and	demand	him	to	prove	that	he	is	not	negligent.	This	concept	is	known	

under	the	term”	res	ipsa	loquitur”	which	means	that	‘the	thing	speaks	of	itself’	or	in	

legal	context	that	there	is	a	presumption	of	negligence	on	the	basis	of	circumstantial	

evidence.166	Thus	once	the	burden	is	reversed	the	defendant	ought	to	demonstrate	

that	 he	 took	 due	 care	 in	 alleviating	 the	 possibility	 of	 injury.	 However,	 it	 is	worth	

noting	that	in	pharmaceutical	claims	it	is	seldom	the	case	that	this	reversal	of	burden	

is	pursued.		

It	 is	well	known	that	pharmaceutical	 companies	 impose	 limitations	and	even	

exclusions	of	liabilities	in	their	Patient	Information	Leaflets.	However	according	EU	

product	liability	rules	the	defendant	cannot	exclude	himself	from	liability	for	personal	

injury	or	causing	fatalities	caused	by	his	negligence.	Should	there	be	another	type	of	

loss	 or	 damage	 suffered	 by	 the	 plaintiff,	 the	 defendant	 can	 limit	 his	 liability	 by	

contract	if	this	is	proven	to	be	reasonable.		

As	negligence	in	product	liability	claims	is	attributed	to	some	sort	of	personal	

damage	suffered	there	cannot	be	a	claim	for	economic	loss	solely.	In	that	sense	the	

claimant	 has	 to	 prove	 that	 he	 had	 suffered	 pain,	 injury,	 or	 that	 the	 injury	 further	

caused	economic	loss	in	addition	to	the	aforementioned	criteria.	The	basic	remedy	to	

be	proven	 is	 therefore	 the	damage	suffered,	and	 the	standard	 for	determining	 the	

 
166	Merriam-Webster.	(n.d.).	Res	ipsa	loquitur.	In	Merriam-Webster.com	legal	dictionary.	Retrieved	
November	4,	2021,	from	https://www.merriam-webster.com/legal/res%20ipsa%20loquitur		
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value	of	the	damage	is	the	assessment	of	the	position	the	injured	person	would	have	

been	in,	should	the	negligence	not	have	taken	place.			

Also,	the	plaintiff	has	to	demonstrate	that	when	the	duty	had	been	breached	the	

loss	suffered	was	‘reasonably	foreseeable”.	In	certain	cases,	thought	he	courts	have	

the	discretion	of	overlooking	the	foreseeability	principle	in	cases	where	an	injured	

party	 has	 suffered	 great	 loss	 after	 using	 the	medicinal	 product,	 even	 though	 this	

particular	 case	 could	 not	 have	 been	 within	 the	 scope	 of	 foreseeability	 of	 the	

manufacturer	at	the	time.	However,	it	is	important	to	know	that	when	courts	decide	

upon	compensation	schemes	and	determining	the	standard	for	reasonableness,	they	

always	look	into	the	broader	concept	of	public	interest,	in	that	the	decisions	do	not	

affect	 the	 normal	 activities	 of	 the	 population	 resulting	 in	 fear	 of	 litigation	 and	

avoiding	risks	at	all	cause.		

Nonetheless	 there	 are	 defenses	 to	 the	 claim	 in	 negligence	 among	which	 are,	

contributory	negligence,	the	case	where	the	plaintiff	had	contributed	to	the	negligent	

act	 by	 the	defendant;	 the	 case	where	 the	plaintiff	 had	knowledge	 and	 consciously	

accepted	 the	 risk	 of	 the	 product	 at	 hand;	 the	 physician	 had	 provided	 an	 off-label	

prescription,	and	a	certain	illegal	activity	on	the	part	of	the	plaintiff.		

Another	important	procedural	element	to	be	considered	when	bringing	a	claim	

in	negligence	would	be	the	limitation	period.	Whilst	there	is	a	general	guideline	in	the	

Product	Liability	Directive	in	setting	the	limitation	period	in	product	liability	claims,	

most	countries	in	the	EU	have	their	own	civil	liability	rules	as	to	when	can	a	claim	be	

brought.	In	the	Product	Liability	Directive	in	Articles	10	and	11	the	period	of	three	

years	commencing	from	the	period	from	when	the	injured	party	became	aware	of	the	

damage,	and	10	years	from	the	moment	the	producer	put	the	defective	product	into	

circulation.	 Also	 a	 total	 of	 minimum	 amount	 for	 damage	 recovery	 resulting	 from	

personal	injury	or	death	caused	from	the	use	of	the	same	product	with	similar	defects	

is	 set	by	 the	Directive	which	 could	not	be	 less	 than	70	million	euros	according	 to	

Article	16	form	the	Directive.		

In	the	UK	the	general	rule	is	that	a	claim	ought	to	be	brought	within	6	years	from	

the	period	when	the	cause	of	action	had	occurred,	or	 in	cases	of	personal	 injury	3	
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years	from	the	moment	the	injury	occurred	or	the	plaintiff	had	become	aware	of	the	

injury	according	to	Section	11	from	the	Limitations	Act	1980.	167	

Under	German	law	Section	195	from	the	German	Civil	Code168	,	unless	there	are	

special	limitations	periods	applied,	the	regular	limitation	period	for	bringing	a	claim	

in	torts	is	three	years	from	the	date	the	injured	party	suffered	the	damage.	Further	to	

this	there	are	special	rules	as	stipulated	in	Sections	197	–	199	of	the	German	Civil	

Code,	 among	which	 are	 the	 cases	where	 there	has	been	 an	 intentional	 injury	 to	 a	

person’s	health	resulting	in	fatalities,	enforceable	judicial	settlements	on	enforceable	

deeds,	 certain	 property	 rights	 related	 to	 surrender	 of	 possessions	 etc.,	 the	 Code	

imposes	a	limitation	period	starting	from	the	moment	the	damage	had	been	inflicted.	

Further	to	this	there	is	the	special	case	of	limitation	periods	relating	to	sale	contracts	

which	are	approximately	2	years,	and	3	years	for	sale	of	goods	that	had	defects	that	

had	been	fraudulently	hidden.				

In	 Spain,	 the	 claimant	who	wishes	 to	 pursue	 a	 claim	 in	 tort	 has	 a	maximum	

period	of	one	year	in	which	he	could	bring	the	claim.	This	is	stipulated	in	Article	1968	

from	the	Spanish	Civil	Code:	“The	following	shall	be	prescribed	after	the	lapse	of	one	

year:	...	(2)	the	action	to	claim	civil	liability	as	a	result	of	insults	or	slander,	and	for	

obligations	resulting	from	fault	or	negligence	as	provided	in	Article	1902,	from	the	

day	on	which	the	injured	party	became	aware	thereof.”169		There	is	also	a	ruling	by	

the	 Supreme	 Court	 in	 Spain	 stating	 that	 in	 the	 case	 of	 personal	 injury	 claims	 the	

limitation	 period	 does	 not	 start	 until	 the	 party	 that	 has	 suffered	 the	 damage	 has	

completed	 the	 recuperation	 period	 from	 the	 said	 injury.	 In	 contrast	 to	 this	 the	

limitation	period	for	bringing	a	contractual	claim	is	5	years	according	to	Article	1964	

of	the	Civil	Code.	However,	when	bringing	up	the	limitation	periods	under	Spanish	

law	it	is	important	to	differentiate	the	two	different	concepts	of	limitations	related	to	

the	time	bar	concepts-	the	so	called	“prescripción	“and	“caducidad“	.	Namely	under	

 
167	Section	11	Limitations	Act	1980,	Source:	https://www.legislation.gov.uk/ukpga/1980/58		
168	German	Civil	Code	in	the	version	promulgated	on	2	January	2002	(Federal	Law	Gazette	
[Bundesgesetzblatt]	I	p.	42,	2909;	2003	I	p.	738),	last	amended	by	Article	2	(16)	of	the	statute	of	19	
February	2007	(Federal	Law	Gazette	[Bundesgesetzblatt]	I	p.	122)	,	Section	195;		
169	Spanish	Civil	Code	,	Real	Decreto	de	24	de	julio	de	1889	por	el	que	se	publica	el	Código	Civil;	
Source:	
https://www.mjusticia.gob.es/es/AreaTematica/DocumentacionPublicaciones/Documents/Spanish
%20Civil%20Code.pdf,	Article	1968.		
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the	first	principle	which	applies	to	most	tort	claims,	a	party	has	the	possibility	to	set	

a	disruption	unilaterally.	This	is	most	customarily	done	in	the	manner	of	sending	a	

letter	to	the	opposing	party	informing	them	of	the	time	pause	requested,	which	can	

be	numerous	times.	On	the	other	hand,	in	the	second	principle	of	caducidad	the	claim	

cannot	be	disrupted	unilaterally	by	the	claimant,	unless	both	parties	agree	to	such	an	

interruption	or	the	legal	proceedings	have	already	commenced.			

	

VII.2.	Types	of	product	defects	
	

As	aforementioned	in	the	case	of	a	strict	liability	claim	the	claimant	has	the	duty	

to	prove	that	the	particular	product	had	been	defective	and	also	that	the	said	defect	

rendered	the	product	dangerous	for	consumers.	Among	the	most	common	types	of	

product	liability	defects	in	cases	of	pharmaceuticals	are	the:	design	defects,	quality	or	

manufacturing	defects	and	the	so	called	‘’failure	to	warn”	defects.		

VII.2.1.	Quality	defects	

The	very	legal	concept	of	quality	is	a	debatable	one	because	there	are	various	

levels	of	quality	for	many	different	substances	and	products.	Even	in	the	analysis	of	

water	 there	are	various	standards	set	 for	assessing	 the	quality	or	adequacy	of	 the	

latter.	However	with	today’s	practices	of	good	manufacturing	practices,	the	setting	of	

universal	standards	for	care	and	inspection	and	regular	control	from	the	respective	

regulatory	agencies	the	level	of	safety	is	particularly	high.	This	is	even	truer	in	the	

case	of	pharmaceuticals	where	safety	standards	are	exemplary	and	there	are	routine	

inspections	 on	 a	 national,	 regional	 and	 even	 international	 level.	 Quality	 or	

manufacturing	defects	occur	when	there	is	a	mistake	in	the	manufacturing	procedure	

and	the	medicinal	product	or	a	certain	part	of	it	differs	from	the	one	planned	by	the	

manufacturer	for	a	number	of	reasons.	Apart	from	manufacturing	mistakes	they	can	

be	 also	 caused	 by	 human	 mistake.	 Some	 of	 the	 various	 kinds	 of	 quality	 defects:	

practicing	 improper	 manufacturing	 practices,	 inadequate	 sterility	 during	 the	

production	 process,	 undergoing	 a	 certain	 chemical	 or	 microbial	 contamination,	
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inability	of	the	medicine	to	dissolve	timely,	lack	of	receiving	a	new	generic	substance	

application	etc.		

Although	these	cases	in	practice	are	extremely	rare	not	to	mention	exemplary,	

there	is	a	fear	of	litigation	on	the	part	of	the	pharmaceutical	companies,	they	usually	

immediately	suspend	these	medicines.	Since	there	are	very	rigorous	inspections	for	

good	laboratory	practice,	good	manufacturing	and	good	pharmacovigilance	practice	

these	cases	seldom	occur	and	if	they	do	the	National	Regulatory	Agencies	intervene	

immediately	and	act	upon	the	cases.	Interestingly	enough	most	product	liability	cases	

in	civil	 law	actions	are	brought	 for	design	defects	and	 then	 failure	 to	warn,	whilst	

quality	defects	are	handled	via	criminal	proceedings	170if	they	reach	that	phase.	When	

civil	action	is	the	option	most	European	Courts	rely	of	the	Product	Liability	Directive.		

On	 the	 other	 hand,	 there	 are	 numerous	 claims	 against	 the	 safety	 of	

pharmaceuticals	 emerging.	 Interestingly	 enough,	 it	 is	 seldom	 that	 these	 claims	

challenge	the	quality	of	pharmaceuticals,	since	they	are	already	heavily	regulated	by	

the	regulatory	agencies.	For	example,	in	the	EU	all	suspected	quality	defects	ought	to	

be	reported	directly	to	the	EMA.171	Once	the	EMA	is	notified	the	manufacturer	should	

submit	an	investigation	and	health	hazard	report	promptly.	Even	where	the	cause	of	

defect	is	not	identified	the	pharmaceutical	company	should	continue	to	carry	on	an	

investigational	report	and	submit	all	findings	in	a	so-called	final	report.	If	for	some	

reason	 this	 option	 is	 unavailable	 the	 pharmaceutical	 company	 should	 submit	 an	

interim	report	no	later	than	48	hours	from	the	notification.		

An	 example	 of	 a	 case	 where	 a	 manufacturing	 defect	 of	 a	 medicinal	 product	

occurred	is	the	one	of	A	v	National	Blood	Authority172	in	the	UK.	Namely	the	facts	of	

the	 case	 involved	 claimants	 that	 had	 received	 blood	 products	 contaminated	 with	

Hepatitis	C	virus	through	blood	transfusion	in	March	1988.	The	claim	was	brought	

 
170	Dukes,	M.	N.G.	(2006).	The	law	and	ethics	of	the	pharmaceutical	industry.	(1st	ed.).	Amsterdam:	
Elsevier;	p.	151	
171	Reporting	a	quality	defect	to	EMA.	(2020,	May	13).	European	Medicines	Agency.	
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/compliance/quality-defects-
recalls/reporting-quality-defect-ema		
	
172	A	v	National	Blood	Authority	[2001]	3	All	ER	289		
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under	breach	of	contract	i.e.	the	relevant	Consumer	Protection	Act	1987	173which	had	

implemented	the	European	Product	Liability	Directive.	The	plaintiffs	had	claimed	that	

the	National	Blood	Authority	was	liable	according	to	Art.	6	of	the	Directive,	on	a	no-

fault	basis.	Thus	they	were	able	to	prove	defectiveness	of	the	product	under	Article	6	

of	the	Directive.	However	at	the	time	the	claim	had	been	brought	there	had	been	no	

screening	test	available	in	order	to	detect	the	Hepatitis	C	virus	in	a	donor’s	blood.	This	

had	been	detected	around	one	year	 after	 the	 claim,	 in	1989.	The	defendants	have	

claimed	that	it	is	unreasonable	to	expect	that	there	will	be	a	100	%	of	clean	blood	but	

only	that	all	necessary	precautions	had	been	given.	Also,	that	the	unavoidability	of	the	

risk	ought	to	be	taken	into	consideration	when	setting	the	level	of	safety	the	public	

should	 expect.	 Hence	 the	 relevant	 issue	 brought	 up	 by	 the	 court	 was	 whether	

avoidability	of	the	risk	should	have	an	impact	on	the	level	of	safety	owed	to	the	public?	

When	assessing	 the	 facts	Burton	 J	 had	made	 a	distinction	between	 ‘standard’	 and	

‘non-standard’	products.	The	first	category,	i.e.	standard	products	were	characterized	

as	ones	that	have	a	performance	as	intended	by	the	manufacturer	but	due	to	a	design	

defect	flaw	or	mistake	became	unsafe.	The	second	category	of	non-standard	products	

was	ones	that	were	deficient	or	inferior	in	comparison	to	the	other	standard	products.	

Also	the	non-standard	product	was	said	to	contain	the	harmful	characteristics	as	a	

result	of	which	the	injury	occurred,	as	opposed	to	the	standard	product	which	didn’t	

have	this	trait.	Additionally,	Mr.	Justice	Burton	stated	that:	“Avoidability	was	not	one	

of	the	circumstances	to	be	taken	into	account	under	art	6,	even	in	respect	of	a	harmful	

characteristic	in	a	standard	product.	In	that	provision,	‘all	circumstances’	meant	all	

relevant	 circumstances.	 Avoidability	 was	 not	 a	 relevant	 circumstance	 since	 it	 fell	

outside	the	purpose	of	the	Directive,	which	was	intended	to	eliminate	proof	of	fault	

or	negligence.	”174	It	is	also	important	to	state	that	some	countries	such	as	Spain	and	

Italy	have	implemented	the	notion	of	automatic	liability	under	the	Product	Liability	

Directive.	Although	the	defendants	alleged	that	this	risk	was	unavoidable	the	court	

found	 against	 them.	 It	 had	 been	 found	 that	 the	 blood	 supplies	 constituted	 non-

 
173	The	Consumer	Protection	Act	1987;	Source:	
https://www.legislation.gov.uk/ukpga/1987/43/contents		
174	A	v	National	Blood	Authority	[2001]	3	All	ER	289,	Judgment	by	Mr.	Justice	Burton;		
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standard	products.	 Further	 to	 this	 that	 the	public	was	not	 aware	of	 the	danger	of	

contamination	by	the	hepatitis	C	virus	and	they	were	entitled	to	receiving	100%	of	

clean	 blood.	 In	 light	 of	 the	 Product	 Liability	 directive	 the	 concepts	 of	 fault	 or	

negligence	were	not	required	 to	be	proven.	Finally,	 the	court	 found	that	when	the	

harmful	effect	was	caused	by	a	non-standard	product	there	is	liability	on	the	parts	of	

the	defendants	and	there	a	settlement	was	reached	among	the	parties.		

Although	 this	 case	 is	 an	 excellent	 precedent	when	 it	 comes	 to	 taking	 care	 of	

consumer	 and	 patient’s	 needs,	 it	 causes	 certain	 unrealistic	 expectations	 from	 the	

pharmaceutical	and	medical	sector	and	does	not	access	the	notion	of	risk	properly.	

Namely	as	 the	 judgment	was	described	by	Richard	Goldberg	 in	Medicinal	Product	

Liability	and	Regulation:	“In	A	v	National	Blood	Authority,	it	is	respectfully	submitted	

that	Burton	J’s	choice	of	a	consumer	expectation	approach	and	a	rejection	of	a	risk	

utility	analysis	and	avoidability	of	a	harmful	characteristic	in	determining	whether	

hepatitis	C	blood	was	defective,	was	an	overly	intuitive	response	to	the	problem.	“	175	

Although	as	aforementioned	quality	defects	are	by	their	nature	extremely	rare	

in	medicinal	products,	and	litigation	for	them	for	that	matter,	yet	once	it	reaches	the	

courts,	 they	 give	 consumers	 right	 a	 preference.	 Thus	 one	 can	 certainly	 state	 that	

consumer	protection	is	of	paramount	importance	in	the	EU,	and	should	a	medicinal	

product	liability	case	reach	trial	it	is	more	likely	that	the	judges	opt	for	a	consumer-

friendly	decision.	

VII.2.2.	Design	Defects		

The	 most	 common	 defects	 are	 the	 so-called	 design	 defects	 in	 medicinal	

products.	Medicinal	products	are	deemed	defective	if	they	are	regarded	not	safe	for	

the	consumers	intended	usage	due	to	deficiency	in	their	design.	The	most	common	

challenge	in	establishing	this	type	of	defectiveness	is	determining	the	exact	level	of	

safety	since	in	practice	it	may	vary	on	a	case-to-case	basis.	It	is	an	interesting	fact	that	

in	 the	EU	design	defects	occurs	more	often,	 for	ex	 in	 the	UK	most	pharmaceutical	

 
175	Goldberg,	R.	(2013).	Medicinal	product	liability	and	regulation	(p.37).	Hart	Publishing.	
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product	 liability	 case	 law	 is	 due	 to	 design	 defect,	whereas	 in	 the	US	 it	 is	 not	 that	

common.		

A	design	defect	occurs	when	there	is	a	product	that	is	same	to	all	products	in	the	

series	manufactured,	and	that	product	happens	to	have	a	defective	design	making	it	

unsafe.	The	claims	for	design	defects	could	be	brought	both	in	negligence	and	strict	

liability.	 In	 the	 case	 of	 strict	 liability	 claims	 the	 plaintiffs	 ought	 to	 prove	 that	 the	

defendants	should	have	known	the	defect	in	design	and	by	not	preventing	the	damage	

were	found	to	be	in	breach	of	duty.		

In	 EU	 case	 law	 the	 defectiveness	 of	 a	 products	 design	 is	 determined	 by	 the	

Product	Liability	Directive	and	it	generally	takes	into	consideration	the	risk	benefit	

ratio	on	the	matter.	

In	most	claims	the	reason	for	a	design	defect	could	be	due	to	a	manufacturing	

mistake	or	a	so-called	unavoidable	design	mistake.	In	the	first	case	the	courts	tend	to	

take	a	consumer	friendly	approach	in	determining	defectiveness	whilst	in	the	second	

if	the	cause	is	an	unavoidable	danger	for	the	producer	they	could	allow	exemption	

from	 liability.	 Since	 most	 design	 defects	 happen	 as	 a	 result	 of	 a	 manufacturing	

mistake	it	is	fair	to	say	that	under	EU	law	the	relevant	test	is	the	consumer	expectation	

one.		

Thus	in	that	context	the	relevant	test	used	is	the	effect	of	the	medicinal	products	

design	defects	rather	than	 ‘the	state	of	 the	scientific	knowledge’	when	the	damage	

occurred.	Many	pharmaceutical	companies	would	want	to	claim	that	the	state	of	the	

scientific	knowledge	at	the	time	the	injury	occurred	or	when	the	product	had	been	

manufactured	was	such	that	literally	made	the	defect	undiscoverable.	However	under	

the	aforementioned	principle	of	warranty	this	would	constitute	breach	of	contract	by	

the	producer	and	is	more	often	than	not,	not	accepted	as	a	defense	under	EU	contract	

law.	 	 	On	the	other	hand	if	the	claim	is	brought	under	tort	law	and	the	EU	Product	

Liability	Directive,	dependent	on	the	facts	of	the	case	the	pharmaceutical	company	

would	have	a	chance	to	bring	up	the	development	risk	defense	under	Article	7	(e).		

It	is	interesting	to	note	that	there	is	a	difference	among	national	legislations	in	

the	EU	when	 it	 comes	 to	determining	defectiveness	 in	 the	 case	 of	 pharmaceutical	

design	 defect.	 This	 might	 be	 due	 to	 the	 problem	 related	 to	 the	 very	 nature	 of	
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pharmaceuticals	when	once	be	able	to	undoubtedly	conclude	that	they	carry	a	certain	

risk	 in	consumption,	as	noted	 in	 the	Patient	 Information	Leaflet.	That	having	been	

said	it	is	important	to	move	from	the	‘consumer	friendly	approach’	to	the	‘risk	benefit’	

approach	 of	 consumption	 of	 medicines.	 In	 that	 sense	 one	 can	 conclude	 that	 the	

wording	 in	 Article	 6	 is	 appropriate	 to	 cover	 the	 risk	 benefit	 approach	 when	

determining	defectiveness	of	the	design	of	pharmaceuticals.	If	one	can	imagine	the	

world	 without	 lifesaving	 pharmaceuticals	 for	 rare	 diseases,	 common	 diseases,	

necessary	immunization	of	children,	the	point	of	the	risk	and	benefit	approach	will	

become	 very	 clear.	 Analogous	 to	 this	 point	 is	 the	 recent	 example	 of	 the	 debate	

concerning	the	usage	of	the	MMR	vaccine,	where	parents	refuse	to	immunize	their	

children	due	to	side	effects	of	the	vaccine,	leading	to	overall	more	hospitalization	and	

fatalities	in	the	youngest	population.	Hence	despite	the	existence	of	risks	in	certain	

cases	of	immunization,	it	is	in	the	public	interest	of	protecting	public	health	at	large	

to	have	the	MMR	vaccination.	In	this	particular	case	one	can	state	that	the	benefits	

outweigh	the	risks.	This	legal	logic	is	also	applicable	in	the	cases	of	design	defects	of	

medicinal	products.		

Another	case	regarding	vaccine	side	effects	would	be	the	French	case176	known	

as	 the	 “Hepatitis	B	 litigation”.	 In	 this	 case	 the	 claimant	allegedly	 suffered	multiple	

sclerosis	 one	 year	 after	 receiving	 the	 Hepatitis	 B	 vaccine	 despite	 not	 having	 any	

family	 history	 of	 the	 illness	 whatsoever.	 Sadly	 after	 the	 symptoms	 evolved	more	

rapidly	 and	 the	 patient	 deceased,	 his	 family	 brought	 a	 claim	 under	 the	 Product	

Liability	Directive,	Article	4,	claiming	that	the	defective	vaccine	had	caused	the	illness.	

After	 a	 long	 history	 of	 finding	 in	 favor	 of	 the	 plaintiff	 by	 the	 trial	 court,	 and	

overturning	the	decisions	from	the	local	Appellate	Courts,	in	the	final	judgment	the	

national	Appellate	Court	in	Paris,	found	that	on	the	basis	of	epidemiological	evidence	

there	 had	 been	 no	 link	 known	 to	 the	 medical	 professionals	 to	 date	 between	 the	

vaccine	and	the	illness.	Further	to	this	the	claimants	sought	a	clarification	on	the	point	

of	law,	i.e.	of	Article	4	of	the	Product	Liability	Directive,	a	preliminary	ruling.		Thus	

the	Court	 claimed	at	point	34	of	 the	 Judgment	 that:	 “In	 that	 regard,	 the	principles	

 
176	Judgment	of		21.	6.	2017		Case	C	621/15	W	and	Others	v	Sanofi	Pasteur	MSD	SNC;	
ECLI:EU:C:2017:484	
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characterizing	that	system	of	rules	must	not	be	applied	by	the	national	courts	in	such	

a	way	that	in	practice	they	introduce,	to	the	detriment	of	the	producer,	unjustified	

presumptions	liable	to	infringe	Article	4	of	Directive	85/374	or	even	undermine	the	

very	effectiveness	of	the	substantive	rules	laid	down	in	that	directive.	As	observed	by	

the	Advocate	General	in	points	54,	60	and	75	of	his	Opinion,	that	could	arise	firstly	in	

a	situation	where	national	courts	apply	those	evidentiary	rules	in	an	overly	rigorous	

manner	by	accepting	irrelevant	or	insufficient	evidence..“177	In	its	ruling	the	Court	de	

Cassation	stresses	the	importance	that	the	evidence	presented	to	the	Court	ought	to	

be	 serious,	 specific	 and	 consistent	 in	 order	 to	 prove	 the	 causal	 link	 between	 the	

damage	and	the	defect.	These	findings	prove	that	when	discussing	about	a	medicinal	

product	defect	for	a	product	that	is	of	immense	importance	for	the	public	at	large	such	

as	is	the	case	with	vaccines	the	court	is	likely	to	consider	the	notion	of	public	good	

and	bring	a	decision	that	is	in	favor	of	public	health	as	a	whole	rather	than	go	into	the	

particularities	of	a	specific	case.		

Also	in	practice	there	happen	to	be	other	medicinal	products	which	are	of	great	

importance	to	public	health	but	due	to	certain	chemical	characteristics	in	their	design	

happen	to	have	side	effects.	A	particular	example	like	this	is	the	medicine	known	as	

AZT	or	 Zidovudine	which	 is	 intended	 for	 usage	 for	 pregnant	women	 that	 are	HIV	

positive	and	serves	as	a	prevention	of	spreading	to	virus	to	the	unborn	child.	Although	

this	pharmaceutical	has	had	certain	design	defects	the	value	it	has	to	public	health	is	

more	important.	Nonetheless	in	some	cases	like	this	one	it	would	be	sufficient	for	the	

pharmaceutical	 company	 to	 include	 all	 side	 effects	 properly	 in	 the	 Patient	

Information	Leaflet.	 In	other	 cases	where	 the	dangers	of	 a	medicine	outweigh	 the	

benefits	a	reverse	logic	would	apply.	

To	sum	up	on	this	point	one	could	state	that	there	is	a	divergence	when	it	comes	

to	the	application	of	the	Product	Liability	Directive,	Article	6	and	the	determination	

of	 defectiveness	 in	 medicinal	 products	 design	 defects.	 Mostly	 the	 courts	 take	 a	

combined	approach	of	taking	account	of	consumer	rights	and	setting	the	right	balance	

 
177			Judgment	of		21.	6.	2017		Case	C	621/15	W	and	Others	v	Sanofi	Pasteur	MSD	SNC;	
ECLI:EU:C:2017:484,	p.34-35		
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between	the	risk	benefit	ration	that	pharmaceuticals	have.	Hence	there	 is	a	strong	

tendency	 that	 the	 courts	 will	 favor	 the	 objective	 of	 achieving	 public	 good	 by	

maintaining	and	increasing	public	health.	Apart	from	the	relevant	Article	6	from	the	

Product	Liability	Directive,	when	it	comes	to	design	defects	also	Article	7	is	relevance	

since	it	includes	the	development	risk	defense,	i.e.	the	manufacturers	would	not	be	in	

principle	 liable	 for	 a	 defect	 that	 could	 not	 be	 discovered	 by	 the	 state	 of	 scientific	

knowledge	at	the	time	of	production.	

VII.2.3.	Failure	to	warn-instruction	defects	

The	 failure	 to	 warn	 cases	 in	 pharmaceutical	 legislation	 have	 a	 paramount	

importance	when	it	comes	to	setting	the	level	of	safety	that	is	to	be	expected	by	their	

usage.	Namely	should	a	certain	risk	or	side	effect	exist	for	a	particular	patient	group	

and	 the	 manufacturer	 properly	 outlines	 it	 in	 the	 Patient	 Information	 Leaflet,	 the	

liability	is	significantly	diminished.	This	is	natural	as	the	very	nature	of	medicines	is	

to	alter	human	health	at	some	point	and	this	can	cause	both	positive	and	negative	

implications	on	the	human	body.	Hence	implementing	proper	and	diligent	warnings	

are	curtail	for	both	consumers	and	producers.		

However	in	practice	it	is	very	difficult	for	the	courts	to	assess	the	exact	amount	

of	 proper	 and	 adequate	 information	 when	 it	 comes	 to	 warning	 and	 instruction	

defects.	Thus	the	so-called	reasonableness	principle	 is	used	 in	EU	Product	 liability	

law,	i.e.	the	warning	ought	to	be	reasonably	feasible	in	a	sense.	Also	the	mindful	use	

of	 epidemiological	 data	 in	 assessing	 risk	 factors	 and	 incorporating	 them	 into	 the	

warnings	are	pertinent.	Notwithstanding	this	it	 is	 imperative	to	note	that	this	data	

should	be	statistically	significant.	Also	here	the	state	of	scientific	knowledge	at	the	

time	of	production	is	important	in	determining	liability.	However	once	again	various	

EU	Member	States	have	different	criteria	in	determining	the	relevance	of	the	state	of	

scientific	knowledge	at	the	time	of	providing	the	warning	of	the	medicinal	product.	

For	example	there	had	been	a	ruling	by	the	Supreme	Court	of	Spain	178in	which	it	was	

 
178	Real	Decreto	1718/2010,	de	17	de	diciembre,	sobre	receta	médica	y	órdenes	de	dispensación,	
Source:	https://www.boe.es/boe/dias/2011/01/20/pdfs/BOE-A-2011-1013.pdf			
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stated	that	a	failure	to	provide	a	warning	on	a	drugs	side	effect	can	make	the	medicine	

defective	and	give	rise	to	liability	regardless	of	the	fact	that	according	to	the	scientific	

knowledge	at	the	time	the	risk	was	unforeseeable	to	the	producer.	In	addition	to	this	

the	court	added	that	by	not	including	information	on	the	medicines	side	effects	in	the	

Patient	 Information	 leaflet,	 deemed	 the	 product	 unsafe	 for	 the	 use	 by	 consumers	

according	to	the	‘General	Law	for	The	Protection	Of	Consumers	And	Users	And	Other	

Complementary	Laws’	despite	not	knowing	of	the	potential	defect	at	the	time.	179	

Also,	when	 it	comes	to	 failure	 to	warn	and	 instruction	defects	 the	element	of	

causation	 is	 of	 pertinent	 importance.	 Namely	 as	 aforementioned	 according	 to	 the	

Directive	the	plaintiff	should	show	existence	of	the	damage,	the	defect	and	that	the	

particular	defect	had	caused	the	injury,	or	the	negligent	warning	or	lack	of	warning	

in	 this	 case.	However,	 in	 this	 case	 the	 inevitable	 question	 could	 be	 brought	 up	 of	

whether	 the	 plaintiff	 could	 have	 taken	 the	 pharmaceutical	 even	 if	 there	 was	 an	

adequate	warning?180	Once	 the	 causal	 link	has	been	established	 it	would	be	much	

easier	for	the	courts	to	find	negligence.	Yet	once	again	this	will	be	balanced	with	the	

development	risk	defense	and	the	unavoidability	of	the	mistake	according	to	Article	

7	of	the	Directive.	In	determining	liability,	the	courts	in	the	EU	are	likely	to	opt	for	a	

fault-based	approach	taking	 into	consideration	statistical	data	and	epidemiological	

evidence	that	render	the	warning	sufficient	and	adequate.		

	

VII.3.	The	most	common	types	of	defenses:	the	development	risk	defense	and	
the	regulatory	compliance	defense			

	

In	this	section	the	most	common	types	of	defenses	to	the	product	liability	claim	

brought	under	the	strict	liability	principle	and	the	Council	Directive	85/374/EEC	will	

be	considered.	Although	there	are	other	defenses	available	under	the	tort	or	contract-

 
179	Royal	Legislative	Decree	1/2007	Of	16	November,	The	General	Law	For	The	Protection	Of	
Consumers	And	Users	And	Other	Complementary	Laws;	Source:	
https://www.mjusticia.gob.es/es/AreaTematica/DocumentacionPublicaciones/Documents/Consoli
dated_text_of_the_general_consumer_and_user_Protection_Act_and_other_complementary_laws_%28
Ley.PDF		

180	Chester	v.	Afshar,	[2004]	UKHL	41		
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based	claims,	such	as	lack	of	negligence	by	the	defendant,	contributory	negligence,	

lack	of	establishing	a	causal	link,	passing	of	the	warranty	procedure,	lapse	of	statute	

of	limitations,	the	following	defenses	are	the	most	powerful	ones	that	pharmaceutical	

companies	use.	Apart	 from	 these	even	 in	 the	 strict	 liability	 claims	 there	are	other	

defenses	available	as	will	be	seen	later	in	analyzing	the	separate	Member	State’s	legal	

systems,	such	as	the	ones	where	the	producer	did	not	put	the	product	into	circulation,	

he	did	not	 intend	to	sell	 the	product,	etc.,	 these	two	dances	are	the	most	powerful	

ones.	However,	it	is	also	important	to	note	that	not	all	countries	accept	the	regulatory	

compliance	and	development	risk	defense,	since	some	have	explicitly	derogated	from	

them,	according	to	Article	15	from	the	EC	Directive	on	product	liability.		

VII.3.1.	The	regulatory	compliance	defense		

The	 issue	 of	whether	 a	 pharmaceutical	 company	 should	 be	 exonerated	 from	

liability	in	cases	where	the	defect	is	attributable	to	mandatory	regulatory	standards	

at	 the	 time	 the	 product	 had	 been	 designed	 is	 still	 a	 matter	 of	 discussion.	 Some	

European	 countries	 have	 accepted	 it	 as	 part	 of	 their	 national	 legislation	 on	

pharmaceutical	product	liability,	and	some	have	excluded	it.	It	is	stated	in	Article	7	

from	the	Directive	85/347/EEC	that:	“Article	7	:	

The	producer	shall	not	be	liable	as	a	result	of	this	Directive	if	he	proves:	“(d)	that	

the	defect	is	due	to	compliance	of	the	product	with	mandatory	regulations	issued	by	

the	public	authorities.”181	

The	concept	of	safety	of	a	pharmaceutical	product	is	not	a	decisive	one,	and	the	

general	 notions	 of	 the	 latter	 are	 consistent	 in	 the	 common	 practice	 of	 the	

pharmaceutical	 industry,	 the	 national	 regulations,	 and	 guidelines	 issued	 by	 the	

responsible	national	bodies,	as	well	as	the	European	regulations	on	product	safety	

and	safety	of	medicinal	products	in	particular,	along	with	guidelines	from	the	EMA,	

 
181	Council	Directive	85/347/EEC,	Source:	https://eur-lex.europa.eu/legal-
content/EN/TXT/PDF/?uri=CELEX:31985L0374&from=EN		
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and	 international	 guidelines	 such	 as	 the	 ICH.	 Some	 of	 the	 European	 standards	 on	

product	safety	are	stipulated	in	the	General	Product	Safety	Directive.182	

Whilst	 it	 is	 understandable	 that	 pharmaceutical	 companies	 handle	 a	 certain	

kind	of	risk	 in	 the	process	of	 invention	and	production	of	medicines,	and	 they	are	

already	bound	by	very	strict	regulations	by	the	regulatory	authorities	on	a	National	

and	 European	 level,	 thus	making	 the	 regulatory	 compliance	 defense	 credible	 and	

valuable,	yet	some	Member	States	refused	to	accept	it	in	their	national	legislation	as	

they	consider	public	health	of	utmost	 importance.	 In	order	 to	determine	 the	 right	

answer	 in	 court	proceedings	 it	 is	 essential	 that	 a	 thorough	benefit	 risk	analysis	 is	

conducted	 for	 the	 particular	medicinal	 product.	 Interestingly	 enough	 the	 German	

judicial	 practice	 in	 product	 liability	 claims	 demonstrates	 that	 the	 very	 fact	 that	 a	

company	 followed	 all	mandatory	 rules	 is	 a	 sign	 that	 the	 company	operates	under	

legitimate	safety	standards,	i.e.	deems	the	product	‘	as	safe	as	it	can	be’.	183		

However	not	every	compliance	with	regulatory	standards	would	constitute	a	

valid	 defense.	 The	 general	 criteria	 used	 in	 EU	 states	 is	 that	 the	 defect	 had	 been	

inevitably	connected	with	the	particular	regulatory	requirement.	A	common	example	

of	this	practice	could	be	the	one	related	to	information	defects,	namely	in	cases	where	

the	national	authority	refuses	 to	accept	certain	 information	 to	be	contained	 in	 the	

Patient	 Information	 leaflet,	 or	 on	 the	 other	 hand	 compels	 the	 pharmaceutical	

company	 to	 include	 certain	 information	 that	 could	 lead	 to	 ineffective	 use	 of	 the	

pharmaceutical	in	some	cases.	

Hence	whilst	 complying	with	 regulatory	 standards	 is	 often	 closely	 related	 to	

satisfying	the	safety	test	that	consumer	ought	to	expect,	it	is	not	always	decisive	when	

exonerating	 a	 defendant	 from	 liability.	 This	 is	 especially	 due	 to	 the	 fact	 that	

regulations	 set	 general	 wider	 guidelines	 with	 minimal	 standards,	 whereas	 the	

general	standards	of	the	pharmaceutical	industry	itself	are	usually	stricter.	Also,	the	

 
182	Directive	2001/95/EC	of	the	European	Parliament	and	of	the	Council	of	3	December	2001	on	
general	product	safety;	Source:	https://eur-lex.europa.eu/legal-
content/EN/ALL/?uri=celex%3A32001L0095;		
	
183	Lenze,	S.,	&	Vierheilig,	D.	(2005).	Life	tastes	good:	the	German	Coca-Cola	and	liquorice	
litigation.	European	Product	Liability	Review,	21,	34–36.	
	



114 
 

reason	why	many	countries	have	chosen	to	derogate	from	this	defense	is	the	very	fact	

that	 pharmaceuticals	 have	 a	 direct	 and	 strong	 impact	 on	 human	 health	 and	most	

commonly	the	highest	standards	of	safety	are	to	be	expected.	Hence	in	determining	a	

producer’s	negligence	or	liability	under	the	strict	liability	regime	of	the	EU	usually	the	

courts	will	apply	the	highest	standards	of	care	when	bringing	a	decision.		

VII.3.2.	The	development	risk	defense	

The	development	risk	defense	refers	to	the	situation	where	producers	have	the	

right	 to	 defend	 their	 selves	 from	 liability	 for	 a	 defect	 in	 the	 product	 that	 was	

essentially	unforeseeable	at	the	time	the	product	was	designed	or	put	into	circulation	

in	the	market.	The	main	dilemma	under	EU	law	was	whether	producers	should	be	

held	absolutely	liable	for	any	defects	in	their	products	or	whether	they	could	have	the	

right	to	a	defense	in	cases	where	the	defect	was	realistically	out	of	their	reach	and	

they	couldn’t	have	predicted	it	since	the	state	of	scientific	knowledge	at	the	time	being	

was	not	such	as	to	render	the	defect	discoverable.	Although	there	is	a	clause	for	the	

development	risk	defense	under	EU	law,	its	wording	and	definition	is	rather	opaque	

and	 there	 is	 inconsistency	 in	 its	 application	 among	 EU	Member	 states.	 From	 the	

moment	it	was	introduced	with	the	Product	Liability	Directive	in	1985	there	had	been	

countries	 that	 accepted	 it	 immediately,	 for	 example	 the	 UK	 which	 at	 the	 time	

prioritized	 the	 rights	 of	 the	 producers	 and	 industrialist	 under	 the	 current	

conservative	government.	On	the	other	hand,	some	countries	chose	to	derogate	from	

it	completely	such	as	Finland	and	Luxemburg,	and	some	only	for	medicinal	products	

such	as	Spain	(for	pharmaceuticals	and	food	products),	Hungary,	France	(for	human	

bodily	products),	and	Germany	has	deviated	from	it	according	to	court	practice,	etc.		

The	relevant	Articles	under	the	Product	Liability	Directive	are	7(e)	for	enforcing	

the	development	risk	defense,	and	15	1(b)	for	derogation	from	the	defense.	Hence	it	

is	stipulated	in	the	wording	of	the	Directive	that:”	Article	7:	The	producer	shall	not	be	

liable	as	a	 result	of	 this	Directive	 if	he	proves...	 (e)	That	 the	state	of	 scientific	and	

technical	knowledge	at	 the	 time	when	he	put	 the	product	 into	circulation	was	not	
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such	as	to	enable	the	existence	of	the	defect	to	be	discovered.”184	and	“Article	15:	1.	

Each	Member	State	may:	…(b)	by	way	of	derogation	from	Article	7	(e),	maintain	or,	
subject	 to	 the	 procedure	 set	 out	 in	 paragraph	 2	 of	 this	 Article,	 provide	 in	 this	

legislation	that	the	producer	shall	be	liable	even	if	he	proves	that	the	state	of	scientific	

and	technical	knowledge	at	the	time	when	he	put	the	product	into	circulation	was	not	

such	as	to	enable	the	existence	of	a	defect	to	be	discovered.	“	185	

Yet	despite	 the	existence	of	 this	defense	the	meaning	of	Article	7(e)	can	vary	

depending	on	the	court’s	interpretation	and	is	not	definite.	Also,	an	important	factor	

for	the	development	risk	defense	is	the	level	of	innovation	in	a	particular	industry,	i.e.	

where	there	are	new	technologies	and	findings	the	easier	it	is	to	lose	track	of	what	

safe	and	usual	practice	could	be.	Hence	in	an	industry	such	as	the	pharmaceutical	one,	

the	dynamics	of	evolvement	of	new	practices	is	immense	and	often	times	it	is	difficult	

to	compare	a	certain	new	innovative	product	on	the	market	merely	because	there	is	

no	 similar	 one	 invented	 yet	 in	 the	 specialized	 field.	 However,	 when	 making	 the	

assessment	of	whether	to	accept	the	development	risk	defense	the	EU	courts	usually	

consider	 mainly	 if	 there	 has	 been	 a	 fair	 distribution	 of	 risk	 between	 the	

pharmaceutical	 company	and	 the	patient/consumer	 that	has	 suffered	 the	damage.	

The	main	objective	of	EU	product	liability	law	is	to	protect	the	interest	of	consumers	

whilst	at	the	same	time	leaving	space	for	research	and	development	to	prosper	by	

allowing	a	sensible	amount	of	litigation.		

In	claiming	this	defense,	 it	 is	very	 important	to	define	the	precise	moment	 in	

time,	and	according	to	EU	law	practice	it	is	most	commonly	the	time	when	the	product	

was	placed	on	the	market.	However,	depending	on	who	the	defendant	is	there	is	a	

different	 timing	 that	 could	 be	 considered	 relevant,	 for	 example	 the	 timing	 of	 the	

producer,	 supplier	 and	 importer	 will	 differ	 respectively.	 Another	 key	 point	 in	

establishing	a	credible	defense	under	this	doctrine	is	to	prove	that	in	fact	the	scientific	

knowledge	 in	 the	 field	was	 such	 as	 to	 have	made	 the	 defect	 undiscoverable.	 This	

 
184	COUNCIL	DIRECTIVE	of	25	July	1985	on	the	approximation	of	the	laws,	regulations	and	
administrative	provisions	of	the	Member	States	concerning	liability	for	defective	products	,	
85/347/EEC,	Article	7;	
	
185	Ibid,	at	Article	15	
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would	mean	 that	 the	preponderance	of	 the	 scientific	 credible	 sources	would	have	

agreed	to	this.	Or	conversely	if	the	plaintiff	were	to	rebut	the	evidence	presented	by	

the	 defendant	 in	 claiming	 that	 there	 are	 trustworthy	 sources.	 In	 practice	 as	 it	 is	

impossible	 for	 the	 defendant	 to	 demonstrate	 all	 the	 international	 scientific	

knowledge	in	the	particular	area	it	will	suffice	if	he	presents	few	expert	witnesses.	

Further	 to	 this	 the	 plaintiff	 can	 rebut	 the	 evidence	 by	 providing	 usually	 a	 single	

witness	 to	demonstrate	 the	existence	of	 the	new	scientific	knowledge	at	 the	 time.		

Nonetheless	apart	from	the	credibility	of	the	scientific	sources,	it	has	to	be	considered	

as	 part	 of	 accepted	 practice,	 in	 order	 to	 satisfy	 the	 threshold	 for	 ‘knowing	 of	 the	

possibility	of	existence	of	such	defect’	on	the	part	of	the	producer.		

Finally,	although	he	existence	of	the	development	risk	defense	is	highly	debated	

amount	 the	 legal	communities	concerned	with	pharmaceutical	 law,	 it	 still	 remains	

part	 of	 the	 Product	 Liability	 Directive	 and	 thus	 from	 the	 general	 product	 liability	

regime	in	the	EU	despite	the	fact	that	some	countries	have	derogated	it,	 leading	to	

lack	of	legal	harmonization	in	the	field.	Whilst	it	is	seldom	considered	and	accepted	

in	 court	 proceedings	 one	 can	 undoubtedly	 conclude	 that	 it	 is	 a	 valuable	 asset	 in	

medicinal	 product	 liability	 claims	 as	 it	 offers	 a	 balance	 in	 the	 consumer-industry	

relation	in	the	context	of	the	strict	liability	regime	operating	in	the	EU.	
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VIII.	Medicinal	product	liability	regulation	in	various	EU	Member	
states	

	
VIII.1.	Spanish	Law	

	

In	Spain	there	are	several	liability	regimes	available	to	consumers	or	patients	

affected	 by	 defective	medicinal	 products.	 As	 in	 other	 Member	 States	 there	 is	 the	

notion	 of	 strict	 liability	 derived	 from	 the	 European	 Product	 Liability	 Directive,	

according	to	which	the	manufacturer	is	liable	on	a	no-fault	basis.	The	other	regimes	

available	to	plaintiffs	are	mostly	based	on	civil	liability,	i.e.	liability	in	contract	or	in	

tort,	and	in	rare	cases	criminal	liability	is	applied.	The	basic	legal	instrument	for	the	

first	is	the	‘Spanish	Royal	Legislative	Decree	1/2007,	of	16th	November,	approving	

the	consolidated	text	of	the	General	Law	for	the	defense	of	consumers	and	users	and	

other	complementary	rules	(Spanish	Official	Gazette	of	30th	November	2007)’186	The	

legal	 instrument	applying	 for	civil	 liability	claims	 is	 the	Spanish	Civil	Code	 ‘Código	

Civil’	187,	according	to	which	the	plaintiff	ought	 to	prove	that	 the	defendant	was	 in	

breach	of	his	contractual	obligation,	or	that	due	to	his	negligence	was	in	breach	of	his	

duty	 to	 the	 consumer.	 Under	 Spanish	 law	 almost	 always	 the	 manufacturer	 or	

producer	is	held	liable	for	damage	caused	by	a	medicinal	product’s	defect,	in	very	few	

cases	can	the	supplier	be	held	liable	for	medicinal	product	liability.	

The	 Spanish	 Agency	 for	 Medicinal	 Products	 and	 Health	 Products 188 	is	

responsible	for	assuring	the	highest	quality	in	medicines	and	medical	devices.	This	is	

outlined	in	detail	in	The	Royal	Decree	824/2010	of	25	June	189,	in	particular	Article	

 
186	Real	Decreto	Legislativo	1/2007,	de	16	de	noviembre,	por	el	que	se	aprueba	el	Texto	Refundido	de	
la	Ley	General	para	la	defensa	de	los	consumidores	y	usuarios	y	otras	leyes	complementarias	(BOE	
30	de	noviembre	de	2007)	Referencia:	BOE-A-2007-20555;	“Spanish	Royal	Legislative	Decree	
1/2007,	of	16th	November,	approving	the	consolidated	text	of	the	General	Law	for	the	defence	of	
consumers	and	users	and	other	complementary	rules	(Spanish	Official	Gazette	of	30th	November	
2007)	Consolidated	Text	Reference:	BOE-A-2007-20555.”;	Articles	128-176.		
	
187	Real	Decreto	de	24	de	julio	de	1889	por	el	que	se	publica	el	Código	Civil;	Referencia:	BOE-A-1889-
4763;		Source:	https://www.boe.es/buscar/pdf/1889/BOE-A-1889-4763-consolidado.pdf		
	
188	Spanish	Agency	for	Medicines	and	Health	Products.	AEMPS.	https://www.aemps.gob.es		
189				“Real	Decreto	824/2010,	de	25	de	junio,	por	el	que	se	regulan	los	laboratorios	farmacéuticos,	los	
fabricantes	de	principios	activos	de	uso	farmacéutico	y	el	comercio	exterior	de	medicamentos	y	
medicamentos	en	investigación.”,	Referencia:	BOE-A-2010-10827;		“The	Royal	Decree	824/2010,	Of	
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33	which	relates	to	quality	control	standards.	Also,	in	this	legal	document	the	good	

manufacturing	practices	that	are	essential	in	avoiding	medicinal	product	liability	by	

producers,	are	stipulated	in	Articles	26-36.		

It	is	also	important	to	note	that	despite	the	existence	of	the	strict	liability	system,	

the	consumer	can	also	use	the	civil	liability	system	for	greater	protection	for	injuries	

caused	by	usage	of	pharmaceuticals.	190	

VIII.1.1.	Strict	liability		

As	 aforementioned	 the	 basic	 legal	 instrument	 for	 the	 implementation	 of	 the	

European	Product	Liability	Directive	in	Spain	is	the	“Royal	Legislative	Decree	1/2007,	

of	16th	November,	approving	the	consolidated	text	of	the	General	Law	for	the	defense	

of	consumers	and	users	and	other	complementary	rules”,	or	more	commonly	referred	

to	under	the	reference	TRLGDCU.	191	

Under	the	principles	of	this	directive	is	the	no	fault	concept,	i.e.,	the	producer	is	

found	liable	for	the	damage	caused	and	the	injury	inflicted	on	the	plaintiff,	regardless	

of	 whether	 he	 had	 been	 found	 negligent.	 This	 is	 stipulated	 in	 Article	 135	 of	 the	

Legislative	Decree.	Further	to	this	the	plaintiff	bears	the	burden	of	proof,	i.e	showing	

the	existence	of	the	defect,	the	damage,	as	well	as	the	existence	of	a	causal	connection	

between	 the	 two.	 	 In	 particular	 as	 outlined	 in	 Article	 139:”	 Prueba.	

El	perjudicado	que	pretenda	obtener	la	reparación	de	los	daños	causados	tendrá	que	

probar	el	defecto,	el	daño	y	la	relación	de	causalidad	entre	ambos.	“192		

However,	 it	 is	 important	 to	 note	 that	when	 one	 takes	 into	 consideration	 the	

implications	 of	 strict	 liability	 into	 any	part	 of	 health	 law,	 be	 it	 liability	 of	medical	

 
25	June,	which	regulates	Pharmaceutical	Laboratories,	Manufacturers	of	Active	Ingredients	for	
Pharmaceutical	use	and	trade	of	Drugs	and	Medicines	in	Research”,	Reference:	BOE-A-2010-10827;	
Source	:	https://www.boe.es/buscar/act.php?id=BOE-A-2010-10827				
190	Rodellar,	E.,	Carías,	V.,	Alcover,	L.,	Marquès,	L.,	&	Martínez,	J.	(2019).	The	Pharma	Legal	Handbook:	
Spain.	White	Publishing	Resources.	
	
191	“Real	Decreto	Legislativo	1/2007,	de	16	de	noviembre,	por	el	que	se	aprueba	el	texto	refundido	de	
la	Ley	General	para	la	Defensa	de	los	Consumidores	y	Usuarios	y	otras	leyes	complementarias.”	
Source:	https://www.boe.es/buscar/act.php?id=BOE-A-2007-20555		
	
	182			“Real	Decreto	Legislativo	1/2007,	de	16	de	noviembre,	por	el	que	se	aprueba	el	texto	refundido	
de	la	Ley	General	para	la	Defensa	de	los	Consumidores	y	Usuarios	y	otras	leyes	complementarias.”		
Source:	https://www.boe.es/buscar/act.php?id=BOE-A-2007-20555	,	Art139	
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practitioners,	healthcare	services	and	medicinal	law	for	that	matter,	one	should	not	

confuse	 strict	 liability	 with	 exemption	 from	 any	 mistake.	 Unfortunately,	 medical	

practitioners,	pharmacologists,	scientists,	 innovators,	pharmacists	and	other	actors	

involved	in	the	process	of	protecting	and	promoting	human	health,	albeit	expected	to	

have	high	professional	standards,	are	often	disregarded	by	society	at	large	to	have	an	

obligation	 of	 excellence	without	 exception.	 Although	 in	 an	 ideal	world	 this	would	

seem	favorable	to	all,	 it	 is	 impossible	to	expect	 it.	This	 for	 instance	 in	Spanish	 law	

when	considering	the	notion	of	strict	liability,	consumers	tend	to	expect	any	liability	

to	fall	under	the	auspices	of	strict	liability.	This	is	due	to	the	fact	that	health	services	

are	considered	part	of	the	general	services,	and	even	more	so	since	consumers	are	

expected	to	have	a	particularly	high	level	of	safety	and	efficiency	in	the	provision	of	

those	 services.	 These	 criteria	 are	 stipulated	 in	 Articles	 147	 and	 148	 of	 the	

aforementioned	Legal	Decree.		

	Under	Spanish	law	almost	always	the	producer	is	held	liable	for	defects	in	his	

products	This	is	clearly	stated	in	Articles	138	and	Article	5	of	the	Spanish	Legal	decree	

1/2007	 of	 the	 16th	 of	November.	 This	 further	 includes	 the	 real	manufacturer,	 the	

manufacturer	 of	 the	 raw	 products,	 the	 manufacturer	 of	 design	 or	 packaging	 that	

promotes	himself	as	a	producer,	etc.	In	very	rare	circumstances	the	supplier	could	be	

found	liable	under	Spanish	law	for	a	medicinal	product’s	defect.	These	are	when	there	

is	a	secondary	liability	of	the	supplier	and	the	producer	is	not	revealed,	but	provided	

that	he	reveals	the	identity	of	the	producer	within	a	period	of	3	months,	he	could	be	

exempted	from	liability	(Art	138.2	of	the	aforementioned	Legal	Decree	1/2007).	The	

second	case	is	where	the	supplier	willfully	and	intentionally	sold	the	product	that	was	

defective.	(Article	146).		

Spanish	 law	 is	 in	 line	 with	 the	 EU	 Directive	 on	 Product	 liability	 in	 cases	 of	

serious	damage	to	person’s	health	and	fatalities	and	hence	includes	compensation	for	

personal	injuries	and	death	of	the	victim	as	outlined	in	Article	129	(1):	

“1.	El	régimen	de	responsabilidad	previsto	en	este	libro	comprende	los	daños	

personales,	 incluida	la	muerte,	y	 los	daños	materiales,	siempre	que	 éstos	afecten	a	

bienes	 o	 servicios	 objetivamente	 destinados	 al	 uso	 o	 consumo	 privados	 y	 en	 tal	
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concepto	hayan	sido	utilizados	principalmente	por	el	perjudicado.	“193	Nonetheless	

the	 victims	 of	 injuries	 caused	 by	 medicinal	 products,	 or	 the	 victims’	 families	 are	

entitled	 to	 receive	 compensation	 for	 medical	 costs,	 rehabilitation,	 suffering	

psychological	 loss	or	loss	of	economic	profit,	or	burial	services	in	case	of	fatalities.	

However,	there	is	also	a	statutory	limit	to	the	value	of	the	compensation,	and	the	value	

is	 ranged	 from	 a	minimum	 of	 500	 Euros	 to	 a	maximum	 of	 63.106.270,	 96	 Euros.	

(Article	141	(1,	2)).		

When	 it	 comes	 to	 medicinal	 products,	 Spanish	 law	 also	 includes	 all	 blood	

products,	plasma	as	well	as	human	tissues	that	are	being	used	for	the	purposes	of	

treatment.	 In	 terms	of	 liability	 though	 it	 is	 important	 to	make	a	distinction	that	 in	

these	 cases	 the	 donors	 are	 not	 considered	 to	 be	 susceptible	 to	 strict	 liability	 like	

producers.	When	strict	liability	is	established	in	these	cases,	the	laboratory,	hospital	

or	tissue	bank	is	considered	responsible.	

Furthermore,	 regarding	 the	 issue	 of	 detecting	 defectiveness	 the	 Spanish	

Legislative	Decree	aforementioned	has	 incorporated	 in	 its	wording	the	wording	of	

Article	6	from	the	European	Product	Liability	Directive,	according	to	which	a	product	

is	defective	 if	 it	does	not	provide	consumers	with	 the	 level	of	safety	 they	ought	 to	

rightfully	expect.		This	is	more	precisely	outlined	in	Article	137	of	the	Spanish	Legal	

Decree.	 In	subsection	2	of	 the	same	article	 the	particularities	of	defectiveness	of	a	

product	are	defined	by	comparing	the	said	product	with	products	of	the	same	series.	

This	most	commonly	applies	to	quality	or	manufacturing	defect.	Hence	under	Spanish	

law	there	are	the	following	types	of	medicinal	product’s	defects:	

1. Manufacturing	defects	

2. Design	defects	

3. Information	defects	

	

 
193Real	Decreto	Legislativo	1/2007,	de	16	de	noviembre,	por	el	que	se	aprueba	el	texto	refundido	de	
la	Ley	General	para	la	Defensa	de	los	Consumidores	y	Usuarios	y	otras	leyes	complementarias;	Art	
129(1);		
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The	possible	defenses	for	a	producer	are	all	incorporated	in	Article	140	from	the	

TRLGDU 194 	and	 include	 cases	 where	 the	 producer	 had	 not	 put	 the	 product	 into	

circulation,	that	there	is	evidence	the	defect	did	not	exist	when	the	product	had	been	

placed	on	the	market,	that	the	product	was	not	manufactured	with	the	purpose	to	be	

put	 on	 sale,	 that	 the	 product	 complied	 with	 all	 regulatory	 standards	 and	

requirements.	 And	 finally,	 there	 is	 also	 a	 state	 of	 the	 art	 or	 also	 known	 as	 a	

development	risk	defense	implying	that	the	state	of	scientific	knowledge	at	the	time	

of	production	was	not	such	as	to	make	the	defect	discoverable,	for	certain	products.	

However,	 under	 Spanish	 law,	 Article	 140,	 3	 pharmaceuticals	 together	 with	 food	

products	do	not	fall	under	this	category,	i.e.	are	not	eligible	for	the	development	risk	

defense.		

There	is	a	3	year	limitation	period	for	an	injured	party	to	bring	an	action	against	

the	 manufacturer,	 according	 to	 the	 Royal	 Legislative	 Decree	 1/2007.	 This	 period	

counts	from	the	moment	the	injured	party	discovered	the	defect	or	the	moment	the	

injury	 took	 place.	 This	 is	 stipulated	 in	 Article	 143	 of	 the	 said	 legal	 document.	 In	

addition,	there	is	a	maximum	limit	of	years	to	bring	the	claim	from	the	day	on	which	

the	pharmaceutical	product	had	been	put	into	circulation,	i.e.	10	years	according	to	

Article	144.		

It	is	also	important	to	note	that	under	Spanish	law	there	is	a	statutory	duty	to	

protect	 consumers,	 and	hence	Article	 51	 from	 the	Royal	Decree	 1/2007	has	 been	

invoked.	According	to	this	Article	the	public	administration	has	the	power	to	impose	

precautionary	measures,	 like	revoking	certain	products	from	the	market,	and	even	

temporarily	 closing	 facilities	 such	 as	 pharmaceutical	 companies	 and	 other	

institutions	in	the	 interest	of	public	health	and	safety.	Thus,	one	can	conclude	that	

under	 Spanish	 law	 preference	 is	 indeed	 given	 to	 consumers	 and	 patients	 for	 that	

matter,	and	the	objective	of	public	health	is	of	paramount	importance	to	their	judicial	

system.		

 
194	Real	Decreto	Legislativo	1/2007,	de	16	de	noviembre,	por	el	que	se	aprueba	el	texto	refundido	de	
la	Ley	General	para	la	Defensa	de	los	Consumidores	y	Usuarios	y	otras	leyes	complementarias,	Article	
140	(1,3)	
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VIII.1.2.	Liability	in	Contract	and	in	Tort	

Apart	from	applying	the	doctrine	of	strict	 liability	 in	Spanish	product	 liability	

law,	the	injured	party	can	also	use	the	fault-	based	liability	system	in	contract	or	in	

tort,	or	as	case	law	indicates	in	some	cases	even	both.	According	to	the	fault-	based	

system	the	plaintiff	has	to	demonstrate	that	either	there	had	been	negligence	or	an	

intentional	omission	or	malicious	act	on	the	part	of	the	defendant.		

The	main	legal	documents	relating	to	contractual	liability	in	Spain	are	the	Civil	

Code	-	Código	Civil	195	and	the	Commercial	Code-	Código	de	Comercio.			196	

In	matters	related	to	contract,	 the	obligations	are	outlined	in	Section	2	of	the	

Civil	 Code	 that	 refers	 to	 the	 “nature	 and	 effects	 of	 obligations”.	 In	 particular	 the	

following	Articles	are	relevant	for	establishing	liability	in	contract:	

“Article	 1101:	 Persons	who,	 in	 the	 performance	 of	 their	 obligations,	were	 to	
incur	in	malice,	negligence	or	default,	and	those	who	in	any	way	were	to	contravene	
the	content	of	the	obligation	shall	have	to	compensate	any	damages	caused.		

Article	 1102:	 Liability	 arising	 from	 malice	 is	 enforceable	 for	 all	 obligations.	
Renunciation	of	the	action	to	enforce	it	shall	be	null	and	void.		

Article	 1103:	 Liability	 arising	 from	 negligence	 is	 equally	 enforceable	 in	 the	
performance	of	all	kinds	of	obligations;	but	may	be	moderated	by	the	Courts	of	Law	
according	to	the	circumstances	of	the	case.		“197	

Further	to	this	for	a	contract	to	be	considered	valid	the	basic	requirements	of	

offer,	acceptance	and	consideration	must	be	met	by	the	parties.	This	is	the	reason	that	

not	many	claims	 in	product	 liability	are	brought	under	contract,	 since	 the	plaintiff	

would	have	a	cause	of	action	against	the	seller,	but	not	against	the	intermediary,	such	

as	the	importer	or	the	producer	himself	under	the	doctrine	of	privacy	of	contract.		

 
195	Real	Decreto	de	24	de	julio	de	1889	por	el	que	se	publica	el	Código	Civil;	Referencia:	BOE-A-1889-
4763;		Source:	https://www.boe.es/buscar/pdf/1889/BOE-A-1889-4763-consolidado.pdf		
196	Royal	Legislative	Decree	of	22	August	1885,	Spanish	Commercial	Code,	(Código	de	Comercio);	
Reference:BOE-A-1885-6627;	Real	Decreto	de	22	de	agosto	de	1885	por	el	que	se	publica	el	Código	
de	Comercio;	Referencia:	BOE-A-1885-6627;	Source:	https://www.boe.es/buscar/doc.php?id=BOE-
A-1885-6627		
	
197	Real	Decreto	de	24	de	julio	de	1889	por	el	que	se	publica	el	Código	Civil;	Referencia:	BOE-A-1889-
4763;	Chapter	II.	Art	1101-1103;		
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In	these	claims	it	is	essential	for	the	plaintiff	to	demonstrate	existence	of	either	

lack	of	adequate	care	i.e.	negligence	or	fault	by	malicious	conduct	on	the	part	of	the	

defendant.		

Also,	it	is	worth	to	note	that	here	is	no	mention	on	the	exact	definition	on	what	

constitutes	 defectiveness	 in	 the	 Civil	 Code,	 solely	 the	 concept	 of	 hidden	 defect	 in	

Article	 1484	which	 adheres	 to	 the	 liability	 of	 the	 seller	 for	 hidden	 defects	 in	 the	

product	even	in	the	case	where	he	was	not	aware	of	them.	Similarly,	the	buyer	has	the	

option	to	choose	to	terminate	the	contract,	seek	compensation	or	alter	the	conditions	

of	the	sale	contract.	Further	to	this	if	the	seller	had	known	of	the	hidden	defects	but	

concealed	them,	 the	buyer	 is	entitled	 to	seek	additional	compensation	 for	his	 loss.	

Furthermore,	 a	 possible	 defense	under	 contract	 law	would	be	Article	 1105	which	

exempts	the	defendant	from	responsibility	for	breaches	that	had	been	unforeseeable	

at	the	time	of	performance	of	the	obligation	in	question,	or	had	been	foreseeable	but	

were	in	fact	unavoidable	in	the	given	circumstances.		

As	aforementioned,	the	more	common	route	that	plaintiffs	use	if	not	applying	

strict	liability,	is	the	tortious	liability.	For	establishing	liability	under	tort	law	the	legal	

precedents	in	Spanish	case	law	usually	require,	existence	of	damage,	act	or	omission,	

establishing	 fault	 (or	malicious	 intent),	 establishing	 causation,	 (i.e.	 demonstrating	

that	the	act	or	omission	and	the	damage	are	connected.)	The	relevant	Article	under	

the	Civil	Code	is	1902	according	to	which	the	wrongdoer	is	obliged	to	compensate	the	

victim.	The	burden	of	proof	 rests	on	 the	plaintiff,	 yet	 case	 law	 indicates	 that	once	

damage	 is	 proved	 by	 the	 plaintiff,	 the	 notion	 of	 fault	 is	 easily	 inferred,	 leading	 to	

reversal	of	 the	burden	onto	 the	defendants	 that	ought	 to	demonstrate	 that	proper	

care	was	taken	to	avoid	the	alleged	defect.	Hence	unlike	the	claim	in	contract	here	the	

plaintiff	 does	 not	 have	 to	 prove	 that	 an	 actual	 contract	 existed	 between	 the	

manufacturer	and	himself,	but	with	proving	the	injury	suffered	the	breach,	fault	and	

causal	connection	can	establish	liability.	

Finally,	 the	 limitation	 period	 for	 a	 claim	 in	 contract	 is	 five	 years	 from	 the	

moment	the	breach	had	occurred,	and	1	year	for	a	claim	in	tort,	i.e.	from	the	moment	

the	injured	party	became	aware	of	the	injury.		
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VIII.1.3.	Criminal	Liability	

Finally,	there	is	the	concept	of	criminal	liability	for	defective	medicinal	products	

in	 Spanish	 law,	 and	 the	 relevant	 legal	 document	 is	 the	 Spanish	 Penal	 Code. 198	

Although	 this	 is	 extremely	 rare	 since	most	pharmaceutical	 liability	 claims	on	a	no	

fault	basis	will	be	brought	under	the	strict	liability	scheme	or	where	fault	or	intent	

exists	under	the	aforementioned	tortious	or	contractual	liability	regime,	the	Spanish	

criminal	code	distinguishes	few	cases	where	medicinal	product	liability	may	lead	to	

criminal	sanctions.	Among	there	are	cases	of	homicide,	causing	injuries	or	damage	to	

property.	Among	 the	most	 important	offences	 for	health-related	 issues	and	health	

products	for	that	matter	are	the	so	called	“crimes	against	public	health”	stipulated	in	

Articles	 359-	 378	 from	 the	 Criminal	 Code.	 Various	 penalties	 could	 be	 imposed	 to	

persons	who	intentionally	sell	products	that	pose	a	danger	to	human	health,	such	as	

suspension	from	the	medical	profession,	serving	a	term	in	prison,	etc.	

More	precisely	the	Article	359	states	the	following:	

“El	que,	sin	hallarse	debidamente	autorizado,	elabore	sustancias	nocivas	para	la	

salud	o	productos	quıḿicos	que	puedan	causar	estragos,	o	los	despache	o	suministre,	

o	comercie	con	ellos,	será	castigado	con	la	pena	de	prisión	de	seis	meses	a	tres	años	y	

multa	de	seis	a	doce	meses,	e	inhabilitación	especial	para	profesión	o	industria	por	

tiempo	de	seis	meses	a	dos	años.	“199	

However	 it	 is	 worth	 noting	 that	 these	 penalties	 are	 not	 solely	 intended	 for	

manufacturers	 of	 pharmaceutical	 products	 but	 also	 to	 everyone	 involved	 in	 their	

selling,	dispensing	or	promotion.	

VIII.1.4.	Case	law	

Although	 as	 in	most	 EU	 countries	 there	 is	 limited	 case	 law	 in	 the	 domain	 of	

medicinal	 product	 liability,	 there	 are	 a	 respectable	 amount	 of	 cases	 that	 can	

 
198	Ley	Orgánica	10/1995,	de	23	de	noviembre,	del	Código	Penal;	Referencia:	BOE-A-1995-25444;	
Source:	https://www.boe.es/eli/es/lo/1995/11/23/10/con		
	
199	Ibid,	at	194,	CAPIÑTULO	III	‘De	los	delitos	contra	la	salud	pública’,	Artı́culo	359.		
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demonstrate	how	the	liability	system	in	Spain	works	in	this	domain.	Hence	in	Spanish	

law	 there	 is	no	 separate	 law	 for	medicinal	product	 liability	but	 rather	 the	 regular	

rules	for	consumer	rights	and	product	liability	apply	that	apply	to	all	products	apply	

also	 to	 medicinal	 products.	 As	 aforementioned	 Spanish	 law	 incorporates	 the	

principles	of	the	EU	Product	liability	directive,	together	with	the	no	fault	strict	liability	

regime	in	case	of	supplying	defective	products,	and	defective	medicinal	products	for	

that	matter.	The	basic	 laws	according	 to	which	cases	are	resolved	are	 the	Spanish	

General	Consumer	Code	(Ley	26/184	de	19	de	julio)	and	the	Law	on	civil	liability	for	

damage	from	defective	products	(Ley	22/1994	de	6	de	julio).	Regarding	the	statistics	

on	the	case	law	it	has	been	estimated	that	in	the	past	two	decades	there	had	been	an	

approximate	number	of	one	hundred	judgments	for	defective	products,	and	about	23	

of	those	had	been	related	to	medicinal	products.		

Thus	in	this	section	there	will	be	reverence	to	certain	cases	involving	different	

types	of	defects:	design	defects,	manufacturing	and	information	defects.		

VIII.1.4.1.	Information	defect	
	

If	the	pharmaceutical	company	has	produced	a	product	but	has	not	offered	the	

sufficient	 amount	 of	 information,	 that	 constitutes	 adequate	 information	 for	 the	

patient,	it	is	concluded	that	the	safety	standard	is	not	fulfilled	and	there	is	a	basis	of	

civil	 liability	 for	 defective	 information.	 In	 Spanish	 law	most	 cases	 are	 brought	 for	

defective	 information.	 Apart	 from	 following	 the	 European	 rules	 on	 liability	 for	

defective	products	as	well	as	the	national	laws,	as	we	will	see	in	the	following	sections	

the	Spanish	courts	consider	the	cases	with	regards	to	all	of	the	circumstances	and	the	

facts	of	the	particular	case,	hence	leading	to	judgments	that	might	differ.	One	of	the	

most	prominent	cases	in	Spanish	law	is	the	Agreal	case,	which	constitutes	a	precedent	

in	the	national	law	of	handling	this	type	of	cases.		

In	this	case	the	facts	indicated	that	the	active	substance	in	the	medicine	known	

as	“veralipride”	had	side	effects	for	some	users	resulting	in	parkinsonian	syndrome,	

tremor	and	other	‘extrapyramidal	symptoms’200	as	known	in	medical	practice.	This	

 
200				Masmoudi,	K.,	Gras-Champel,	V.,	Lemaire-Hurtel,	A.	S.,	Masson,	H.,	Munier,	A.,	Geslin,	J.	M.,	&	
Andréjak,	M.	(2005).	Troubles	extrapyramidaux	sous	véralipride	(Agréal),	traitement	symptomatique	
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product	had	been	used	to	treat	hormonal	changes	in	women	as	a	result	of	menopause,	

and	unfortunately	there	were	a	great	number	of	patients	who	suffered	side	effects	but	

were	not	properly	warned	of	the	safety	hazards	in	the	Patient	Information	leaflet	for	

this.	 Consequently,	 there	 had	 been	 various	 judgments	 relating	 to	 the	 defective	

pharmaceutical	 in	various	regional	courts	across	 the	country	resulting	 in	different	

judgments.	Namely	the	courts	assessed	whether	the	lack	of	proper	information	in	the	

Patient	Information	Leaflet	had	directly	led	to	the	suffering	of	damage	to	the	plaintiffs.	

Finally	 with	 the	 judgment	 of	 the	 Supreme	 Court	 10th	 of	 July	 2014201 	it	 had	 been	

decided	that	the	medicinal	product	that	does	not	offer	necessary	safety	to	patient	by	

providing	deficient	information	is	considered	defective.	It	had	been	proven	in	effect	

that	the	defendant,	 laboratory	knew	of	these	side	effects.	Previous	decisions	of	the	

regional	 courts	 have	 failed	 in	 that	 they	 required	 a	 causal	 connection	between	 the	

damage	and	the	defect,	not	considering	that	in	information	defect	the	defect	adheres	

basically	to	the	lack	of	information	in	the	Patient	Information	Leaflet.	Also	in	some	of	

the	regional	court’s	judgments	the	co	liability	of	the	medical	practitioner	are	outlined	

in	that	the	medicine	had	allegedly	not	been	intended	for	consumption	solely	by	the	

patient	herself	but	rather	by	professional	judgment	of	the	physician	who	is	obliged	to	

provide	the	risk/benefit	balance	and	implies	that	the	medical	professional	ought	to	

have	known	about	the	pharmaceutical	products	side	effects.		

In	 the	 Supreme	 Court’s	 decision	 however,	 it	 was	 finally	 concluded	 that	 a	

medicinal	product	can	be	found	defective	solely	by	having	defect	in	the	information	

submitted	 in	 the	 leaflet.	 Also	 in	 the	 decision	 the	 physical	 or	 corporal	 and	 moral	

damage	of	the	patient	are	considered	as	proximal	cause,	and	the	right	to	receiving	

proper	information	is	directly	connected	to	the	personal	dignity	of	the	person,	when	

finding	liability	on	the	part	of	the	defendant.		

Further	 to	 this	 there	 had	 been	 other	 cases	 in	which	 the	 Supreme	 Court	 has	

reaffirmed	their	position	in	that	the	manufacturing	laboratory	has	the	duty	to	supply	

 
des	bouffées	de	chaleur:	à	propos	de	17	cas	[Extrapyramidal	adverse	effects	of	veralipride	(Agreal),	a	
drug	used	to	treat	hot	flushes:	a	propos	of	17	cases].	La	Revue	de	medecine	interne,	26(6),	453–457.	
https://doi.org/10.1016/j.revmed.2005.02.004.	
	
201	STS	412/2014,	10	de	Julio	de	2014.		
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all	necessary	information	regarding	side	effects	both	to	patients	and	professionals	in	

the	Patient	Information	and	Summary	Information	Leaflets	respectively.		

VIII.1.4.1.2.	Design	defect	
	

A	defect	in	the	design	of	a	medicinal	product	would	mean	that	there	is	something	

wrong	with	the	product	in	itself	that	deems	all	products	of	that	sort	dangerous	and	

thus	defective.	Unlike	a	defect	in	manufacturing	which	implies	that	there	had	been	a	

mistake	made	 in	 the	manufacturing	process	of	 the	particular	 series.	When	a	court	

decision	 for	 a	defect	 in	design	 is	brought,	 this	would	 consequently	mean	 that	 this	

product	is	dangerous	for	consumers	and	has	to	be	removed	from	the	market	in	other	

to	protect	consumers.	It	is	worth	mentioning	that	this	type	of	defects	are	the	rarest,	

and	especially	so	in	Spanish	case	law,	where	most	claims	are	brought	for	information	

defects	in	medicinal	products.		

The	 basic	 legal	 document	 relevant	 for	 establishing	 a	 defective	 design	 of	 a	

medicinal	 product	 are	 contained	 in	 the	 Law	 22/1994	 ,	 which	 had	 further	 been	

replaced	 by	 the	 Law	 	 RDL	 1/2007	 but	 still	 withheld	 the	 same	 principles	 of	 law	

regarding	defective	products.	202	

	Under	Spanish	law	for	a	defective	design	to	be	established	the	following	criteria	

need	to	be	satisfied:	

1. There	has	to	be	a	reasonable	expectation	by	the	consumer/plaintiff	

2. The	 risk/benefit	 criteria	 has	 to	 be	 fulfilled,	 i.e.	 there	 has	 to	 be	 an	

affirmative	answer	to	the	question	of	whether	there	could	have	been	a	safer	and	more	

effective	alternative	to	the	design	of	the	product	

3. The	 reasonable	 doctor	 test	 needs	 to	 be	 completed,	 i.e.	 it	 has	 to	 be	

confirmed	that	a	reasonable	physician	would	not	have	prescribed	this	medicine	to	the	

particular	group	of	patients.	

 
202	Ley	22/1994,	de	6	de	julio,	sobre	Responsabilidad	Civil	por	los	Daños	Causados	por	Productos	
Defectuosos;	Law	22/1994,	of	July	6,	on	Civil	Liability	for	the	Damages	Caused	by	Defective	
Products.;		
Real	Decreto	Legislativo	1/2007,	de	16	de	noviembre,	por	el	que	se	aprueba	el	texto	refundido	de	la	
Ley	General	para	la	Defensa	de	los	Consumidores	y	Usuarios	y	otras	leyes	complementarias.		
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Nonetheless	 it	 is	 important	 to	 note	 that	 under	 Spanish	 Law	 the	 Legislative	

Decree	1/2007	Article	137.1	a	product	 is	 considered	 to	be	defective	 if	 it	does	not	

provide	consumers	the	level	of	safety	that	should	be	expected	legitimately	by	them	

with	regards	to	the	circumstances	of	the	case,	its	presentation,	usage	and	marketing	

conditions.	Also	according	to	Spanish	law	there	is	no	development	risk	defense	for	

pharmaceuticals,	meaning	that	this	would	transcend	to	design	defects	as	well.	In	case	

of	a	design	defect	making	the	product	dangerous	for	consumption	the	laboratory	or	

pharmaceutical	company	would	bear	the	responsibility.	In	that	sense	it	is	important	

to	note	that	the	court	always	weighs	the	risks	and	benefits	of	the	particular	product,	

and	considers	whether	there	could	have	been	an	alternative	design	of	the	product	at	

the	time	the	product	had	been	placed	on	the	market.		

The	 important	 thing	 for	 the	 plaintiff	 is	 being	 able	 to	 deliver	 proof	 of	 the	

existence	 of	 causal	 connection	 between	 the	 defective	 product	 and	 the	 damage	

suffered.	

Examples	of	such	cases	under	Spanish	law	are	the	case	of	the	antibiotic	Trovan	

and	the	analgesic	Vioxx.		

In	the	first	case	of	the	dangerous	antibiotic	Trovan	the	regional	court	in	Malaga	

had	decided	that	there	was	an	objective	reason	to	regard	the	medicinal	product	as	

dangerous	and	that	there	had	been	a	causal	connection	between	the	consumption	of	

the	defective	drug	and	the	damage	suffered	by	the	plaintiff.203	Nevertheless	as	this	

medicinal	product	demonstrated	numerous	grievous	side	effects	it	had	been	removed	

by	the	EMA	completely.		

Similarly,	to	this	case	the	Spanish	regional	courts	also	had	decided	against	the	

dangerous	 product	 Vioxx	 that	 had	 been	 used	 as	 an	 analgesic	 but	 users	 suffered	

cardiovascular	consequences	after	consumption.	In	the	decision	of	the	regional	court	

in	Madrid	it	had	been	decided	that	the	product	caused	damage	to	the	victims	due	to	

the	cardiovascular	risks	it	poses,	and	hence	a	causal	connection	had	been	established	

between	the	defective	medicinal	product	and	the	damage	suffered	by	the	plaintiffs.	

 
203	SAP	de	Málaga	de	24	de	Julio	de	2003	(AC	2003\1464);	
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204	This	product	has	been	subject	to	many	court	proceedings	internationally	and	has	

been	removed	from	the	market	as	a	consequence	of	its	side	effects	to	patients.		

It	 is	 worth	 noting	 however	 that	 not	 all	 cases	 related	 to	 design	 defects	 are	

effective	in	that	the	court	always	looks	in	to	therapeutic	alternatives	in	the	market,	

and	whether	the	medicine	itself	poses	benefit	to	the	society	at	large.	Additionally	it	is	

up	to	 the	plaintiff	 to	demonstrate	 that	 the	consumption	of	 the	particular	medicine	

was	directly	connected	with	the	side	effects	suffered,	hence	demonstrating	a	causal	

nexus.		

VIII.1.4.1.3.	Manufacturing	defect	
	

Manufacturing	 defects	 in	 medicinal	 products	 are	 mistake	 that	 occur	 in	 the	

manufacturing	process	when	something	has	gone	wrong	with	the	production	process	

of	the	particular	series.	Hence	the	medicinal	product	does	not	have	the	characteristics	

that	 were	 planned	 by	 the	 producer	 and	 also	 registered	 within	 the	 national	 drug	

registry	as	such.	Once	such	a	product	causes	safety	hazards	to	the	public	it	is	prone	to	

liability	under	Spanish	Law	in	particular	Article	137	from	the	Royal	legislative	Decree.	

It	is	important	to	mention	also	that	these	types	of	mistakes	rarely	occur	as	there	are	

rigorous	systems	for	inspections	and	pharmacovigilance	in	place	in	the	laboratories,	

pharmaceutical	companies	and	within	the	national	regulatory	authorities.		

	An	 example	 of	 a	 Spanish	 case	 where	 a	 manufacturer’s	 liability	 has	 been	

established	on	the	basis	of	a	manufacturing	defect	was	the	case	of	Levothroid.	This	

case	 involved	medical	 batches	 who	 have	 a	mistake	 in	 the	manufacturing	 process	

relating	 to	 the	 dosage	 that	 made	 them	 less	 effective	 for	 consumers	 resulting	 in	

damage	suffered	due	to	this	under-treatment.	Hence	in	the	judgment	delivered	by	the	

regional	court	in	Madrid	205it	had	been	decide	that	despite	the	fact	that	the	product	in	

itself	was	not	hazardous	or	defective,	the	parts	of	the	batches	had	been	manufactured	

incorrectly	which	rendered	the	product	unsafe.	The	reason	had	been	that	due	to	this	

mistake	 the	 absorption	 levels	 of	 the	 batches	 was	 diminished	 leading	 to	 damages	

 
204	SAP	de	Madrid	de	10	de	Febrero	de	2009	(AC	2009/887)	
205	SAP	de	Madrid	de	30	de	Diciembre	de	2013	(AC	2012/567)	
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suffered	 by	 the	 patient’s	 receiving	 treatment,	 and	 hence	 causal	 connection	 was	

established	by	the	courts.		

When	considering	all	of	the	cases	above,	for	medicinal	product’s	defects,	we	can	

see	 that	 although	 there	 are	 strict	 regulatory	 tools	 in	 place	 from	 the	 national	

regulatory	 authorities	 yet	 defects	 in	 medicinal	 products	 occur	 more	 often	 than	

expected.	In	admitting	liability	the	courts	asses	basically,	the	damage	and	defect	as	

well	as	the	causal	connection,	and	always	seem	to	but	the	patients’	rights	as	well	as	

the	importance	of	public	health	above	all.		

VIII.1.5.	Conclusion	

	
From	 all	 of	 the	 aforementioned	 it	 can	 be	 concluded	 that	 in	 Spanish	 law	 the	

consumer	is	given	preference	over	the	producer.	Since	product	liability	law	has	its	

roots	in	civil	law,	in	tortious	and	contractual	liability	and	also	with	the	enactment	of	

strict	 liability	by	 the	EU	directive,	 from	all	 of	 the	above	one	 can	easily	 see	 that	 in	

almost	 all	 segments	 the	 consumer	 comes	 first.	 Apart	 from	 the	 difficulties	 in	

establishing	contract,	when	it	comes	to	fault	based	claims	the	courts	are	usually	very	

quick	to	presume	fault	as	indicated	by	case	law.	Similarly,	this	also	happens	when	a	

claim	in	tort	is	placed	for	a	defective	medicinal	product.	From	a	regulatory	point	of	

view	the	same	can	be	said	as	there	are	numerous	regulations	for	quality	assurance	of	

medicines	their	proper	and	diligent	regulation	and	numerous	preventative	measures	

have	been	brought	 in	order	to	alleviate	harm	to	public	health	in	any	possible	way.	

Notwithstanding	Article	51	from	the	Commercial	Code	has	even	given	power	to	public	

administration	 to	 suspend	practice	 of	 any	producer	 (ex	pharmaceutical	 company)	

who	can	cause	harm	to	public	health.		

Also,	proof	that	according	to	Spanish	law	the	rights	of	the	consumer	and	patient	

come	first,	is	the	very	fact	that	even	the	development	risk	defense	existent	in	many	

EU	Member	states	and	 the	European	Product	Liability	Directive	 for	 that	matter,	 is	

revoked	 for	 medicinal	 products.	 Thus,	 one	 can	 safely	 say	 that	 in	 Spain	 from	 a	

regulatory	and	 judicial	point	of	view	the	concept	of	human	health	 is	of	paramount	
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importance,	and	comes	before	any	other	rights	such	as	research	and	development	in	

the	pharmaceutical	sector.		

VIII.2.	German	Law		
	
One	can	easily	infer	that	the	roots	of	the	medicinal	product	liability	regime	in	

the	 EU	 lie	 in	 Germany,	 since	 the	 manufacturer	 (Chemie	 Grünenthal)	 of	 the	

pharmaceutical	product	called	Contergan	 that	 included	 the	 ingredient	 thalidomide	

had	been	founded	in	Stolberg,	Germany	in	1946.	206	This	drug	had	caused	fatal	effects	

in	the	embryos	of	pregnant	women	resulting	in	stillbirth	and	a	great	number	of	cases	

of	 children	 born	with	 phocomelia	 (significant	 shortening	 of	 the	 limbs	 and	 related	

deformities	in	the	hands),	amounting	to	around	10.000	across	the	world,	and	2700	in	

Germany.	The	drug	had	been	produced	around	1956	but	unfortunately	 the	deadly	

effects	 were	 not	 discovered	 until	 the	 beginning	 of	 the	 60’s.	 	 As	 a	 result	 of	 this	

catastrophe	the	German	Government	up	took	measures	to	compensate	all	victims	that	

had	been	using	the	drug	in	Germany	but	also	internationally.	Hence	it	also	established	

a	Government	 fund	 intended	 to	help	disabled	 children	 seek	 compensation	 in	 year	

1972.	Thus,	as	a	result	of	this	tragedy	the	German	lawmakers	created	a	strict	liability	

regime	 in	 relation	 to	 dangerous	 medicinal	 products	 with	 the	 introduction	 to	 the	

Medical	Products	Act-		Arzneimittelgesetz	(AMG)207.	Here	in	particular	Article	84	is	

relevant	as	it	imposes	the	notion	of	strict	liability	regardless	of	fault.		

Hence	 one	 can	 conclude	 that	 there	 are	 two	 liability	 regimes	 that	 can	 be	

differentiated	in	German	law:	the	strict	liability	regime	under	the	Medicinal	Products	

Act,	and	the	general	tort	liability	regime,	which	among	other	things	requires	proof	of	

fault.	 	However	unlike	in	other	European	jurisdictions	the	German	product	liability	

law	does	not	apply	to	the	case	of	pharmaceuticals.	Interestingly	enough	the	German	

Product	Liability	Act	has	implemented	the	European	Product	Liability	Directive	but	

 
206	Grünenthal.	https://www.grunenthal.com/en/about-us/history		

207	Bundesministeriums	der	Justiz	und	für	Verbraucherschutz.	(2005).	Medicinal	Products	Act	
(Arzneimittelgesetz	–	AMG)	in	the	version	published	on	12	December	2005	(Federal	Law	Gazette	
[BGBl.])	Part	I	p.	3394,	
Medicinal	Products	Act	(Arzneimittelgesetz	–	AMG).	(2005).	Gesetze	Im	Internet:	
https://www.gesetze-im-internet.de/englisch_amg/englisch_amg.html#p2087	
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has	 specifically	 omitted	medicinal	 products	 in	 Section	 15:	 “Liability	 for	medicinal	

products,	liability	pursuant	to	other	legal	provisions:	

(1) The	provisions	of	the	Product	Liability	Act	shall	not	apply	if,	as	a	result	

of	 the	 administration	 of	 a	medicinal	 product	 intended	 for	 human	 use,	which	was	

distributed	to	the	consumer	within	the	purview	of	the	German	Medicinal	Products	

Act	 (Arzneimittelgesetz	 –	 AMG)	 and	 which	 is	 subject	 to	 compulsory	 marketing	

authorization	 or	 is	 exempted	 by	 ordinance	 from	 the	 need	 from	 a	 marketing	

authorization,	a	person	is	killed,	or	the	body	or	the	health	of	a	person	is	damaged.”	208	

Consequently,	one	can	state	that	although	the	German	Product	liability	law	is	in	

line	with	the	Product	Liability	Directive,	the	legal	basis	for	constructing	a	claim	for	

medicinal	product	liability	under	the	strict	liability	regime	is	the	Medicinal	Products	

Act,	particularly	section	84	that	stipulates	 ‘absolute	liability’.	The	injured	person	is	

free	to	choose	between	the	strict	liability	regime	and	the	general	tort	regime,	or	can	

even	opt	for	both	simultaneously.		

VIII.2.1.	Strict	Liability	regime	

As	aforementioned	the	basis	for	placing	a	claim	under	the	German	strict	liability	

regime	for	a	defective	medicinal	product,	Article	84	from	the	Medicinal	Products	Act	

should	 be	 invoked.	 The	 basic	 conditions	 for	 having	 a	 successful	 claim	 under	 this	

regime	are	as	follows:	

a.)	the	medicinal	product	in	question	ought	to	have	a	harmful	effect	that	extends	

beyond	the	acceptable	terms	of	the	medical	information	to	date.	

b.)	the	error	as	a	result	of	which	the	harmful	effect	occurred	should	be	due	to	a	

manufacturing,	 design	 and	 development	 or	 information	 packaging	 and	 labeling	

defect.		

c.)	there	has	to	be	damage	suffered,	i.e.,	the	patient	has	to	have	suffered	severe	

bodily	injuries	or	death.		

 
208		Bundesministeriums	der	Justiz	und	für	Verbraucherschutz.	(2017).	Product	Liability	Act	of	15	
December	1989	(Federal	Law	Gazette	I,	p.	2198),	last	amended	by	Article	5	of	the	Act	of	17	July	2017	
(Federal	Law	Gazette	[Bundesgesetzblatt]	I	p.	2421).			
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Under	this	regime	it	 is	explicitly	stated	that	the	pharmaceutical	entrepreneur	

bears	 the	 responsibility	 for	 damage	 caused	 by	 the	 defective	 medicinal	 product.	

However,	this	could	extend	to	any	entity	that	has	licensed	or	registered	the	product	

in	Germany,	such	as	importers,	pharmacists,	who	have	advertised	the	pharmaceutical	

in	their	own	name.	(According	to	Article	4.18	of	the	AGM)	If	the	product	is	sold	in	the	

name	of	another	entity,	then	the	tort	liability	rules	would	apply.	In	most	cases	though	

the	 strict	 liability	 regime	 includes	 the	 liability	 of	 the	 actual	 manufacturer,	 i.e.,	

pharmaceutical	entrepreneur.		

In	particular	the	following	is	stipulated	in	Article	84(1):	

“Absolute	liability(1)	If,	as	a	result	of	the	administration	of	a	medicinal	product	

intended	for	human	use,	which	was	distributed	to	the	consumer	within	the	purview	

of	this	Act	and	which	is	subject	to	compulsory	marketing	authorization	or	is	exempted	

by	ordinance	from	the	need	for	a	marketing	authorization,	a	person	is	killed,	or	the	

body	 or	 the	 health	 of	 a	 person	 is	 substantially	 damaged,	 the	 pharmaceutical	

entrepreneur	who	placed	the	medicinal	product	on	the	market	within	the	purview	of	

this	 Act	 is	 obliged	 to	 compensate	 the	 injured	 party	 for	 the	 damage	 caused.	 The	

liability	to	compensate	only	exists	if:	

1.	when	used	in	accordance	with	its	 intended	purpose,	the	medicinal	product	

has	harmful	effects	that	exceed	the	limits	considered	tolerable	in	the	light	of	current	

medical	knowledge,	or	

2.	 The	 damage	 has	 occurred	 as	 a	 result	 of	 labeling,	 expert	 information	 or	

instructions	for	use	that	do	not	comply	with	current	medical	knowledge.”209	

Although	the	strict	liability	regime	operates	under	the	no	fault	criteria,	yet	there	

are	 conditions	 that	 limit	 the	 strict	 liability.	 Namely	 the	 plaintiff	 must	 prove	 the	

defectiveness	of	the	pharmaceutical	that	had	occurred	at	the	moment	it	was	put	into	

circulation.	Nonetheless	 it	 further	 places	 conditions	 on	 the	 harmful	 consequences	

upon	 use	 of	 the	 medicinal	 product	 in	 that	 it	 limits	 them	 to	 ones	 that	 ‘exceed	

tolerability’	by	current	expert	data	in	the	field,	which	in	 itself	 is	not	easy	to	prove.	

 
209	Bundesministeriums	der	Justiz	und	für	Verbraucherschutz.	(2005).	Medicinal	Products	Act	in	the	
version	published	on	12	December	2005	(Federal	Law	Gazette	[BGBl.])	Part	I	p.	3394,	last	amended	by	
Article	5	of	the	Act	of	9	December	2020	(Federal	Law	Gazette	I	p.	2870);	Article	84.	
	



134 
 

Additionally,	the	plaintiff	has	to	prove	that	the	particular	defect	had	been	a	result	of	

a	mistake	in	a	manufacturing,	design	process	or	information,	labeling	or	instruction	

defect	that	once	again	could	cause	hardships	for	him.		

This	Article	focuses	on	protecting	human	health	and	bodily	integrity	in	that	it	

covers	 damages	 for	 harmful	 effects	 that	 had	 been	 caused	 to	 the	 life,	 health	 and	

physical	integrity	to	the	consumer.	This	Article	excludes	economic	loss	from	its	scope.		

Also,	 it	 is	 important	 to	note	 that	an	 injury	 to	 the	health	of	 a	person	could	 include	

injuries	to	the	mental	or	physical	well-being.	The	wording	of	the	law	and	the	practice	

indicates	that	the	injuries	should	generally	be	significant	and	not	minor.	This	would	

include	cases	where	the	patient’s	 life	had	been	put	at	risk,	or	 that	he	had	suffered	

greater	physical	or	psychological	trauma	as	a	result	of	consumption	of	the	defective	

medicinal	 product.	 Consequently,	 this	 would	 mean	 that	 minor	 adverse	 reactions	

would	 not	 be	 considered	 sufficient	 for	 bringing	 a	 claim	 under	 the	 strict	 liability	

regime.	

Another	important	concept	for	establishing	liability	on	the	part	of	the	producer	

is	the	concept	of	intended	use.	As	the	law	suggests	liability	from	the	defectiveness	of	

a	medicinal	product	will	only	occur	in	the	case	that	it	has	been	used	as	intended.	Thus,	

if	for	instance	there	is	misuse	on	the	part	of	the	consumer,	or	there	is	a	prescription	

error	on	the	part	of	the	pharmacist	or	physician	the	pharmaceutical	company	is	not	

liable.	Regarding	the	very	terms	for	proper	or	intended	use	must	be	set	in	the	Patient	

Information	 leaflet	 by	 the	manufacturer.	 This	 information	 should	 be	 written	 in	 a	

manner	that	is	readable	for	the	consumer	and	must	contain	all	relevant	information	

such	as	possible	side	effects,	contraindications,	dosage	and	precautions	necessary.		

However	once	again	it	must	be	pointed	out	that	not	all	side	effects	to	a	medicinal	

product	will	be	regarded	as	relevant	and	sufficient	in	terms	of	establishing	liability.	It	

is	 well	 known	 that	 almost	 all	 medicinal	 products	 carry	 an	 inherent	 risk	 in	

consumption	and	have	different	effects	among	different	patient	groups.	Thus,	under	

German	law	if	the	plaintiff	wants	to	establish	liability,	he	must	prove	that	the	harmful	

effect	that	the	medicine	has	had	goes	beyond	the	acceptable	level	of	risk,	having	in	

mind	 the	 risk	 benefit	 ratio	 that	 the	 pharmaceutical	 has.	 As	most	 of	 the	 intended	

contraindications	of	the	medicine	are	already	contained	in	the	Patient	Information	
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leaflet	 and	 medical	 science	 has	 established	 a	 stance	 so	 far	 with	 regards	 to	 the	

particular	risks	of	consumption,	this	would	in	turn	imply	that	the	consumer	ought	to	

demonstrate	that	the	harmful	effects	were	such	as	to	grossly	overbear	that	threshold.	

In	addition	 to	 this	 the	courts	would	require	proof	of	 the	harmful	effect,	not	 solely	

presumption	that	they	had	occurred	due	to	the	usage	of	the	medicine	by	the	plaintiff.	

For	this	purpose,	it	is	common	for	expert	medical	opinion	to	be	requested.	Issues	such	

as	assessment	of	the	therapeutic	benefit	of	the	medicine,	alternatives	to	the	medicine,	

and	weighing	of	the	damage	suffered	by	the	plaintiff	would	be	evaluated.		

Hence	in	the	courts	evaluation	the	tolerability	test	will	be	used	to	assess	the	level	

of	 tolerability	 of	 the	 harmful	 effect	 and	 they	 will	 see	 if	 the	 benefits	 of	 the	

pharmaceutical	 outweigh	 the	 risks	 it	 poses.	 When	 assessing	 the	 level	 of	 medical	

knowledge	at	the	time	the	product	had	been	put	into	circulation	the	moment	of	trial	

will	 be	 considered.	 In	 turn	 if	 the	 risks	 of	 the	 usage	 of	 the	medicinal	 product	 are	

deemed	tolerable	there	will	be	no	liability.		

With	 regards	 to	 the	 defenses,	 the	 most	 commonly	 used	 one	 is	 perhaps	 the	

contributory	negligence,	which	is	used	in	torts	and	strict	liability	claims.	However,	it	

is	up	to	the	defendant	to	prove	the	existence	of	contributory	negligence	as	he	bears	

the	burden	of	proof.		

Interestingly	 enough	 unlike	 many	 EU	 Member	 States	 in	 German	 law	 the	

development	risk	defense	and	regulatory	compliance	defense	are	not	used.	 In	fact,	

the	 regulatory	 compliance	 defense	 and	 the	 development	 risk	 defense	 have	 been	

specifically	disregarded	in	the	text	of	the	Medicinal	Product	Liability	Act	(the	AGM).	

There	is	a	three-year	time	limit	running	from	the	date,	i.e.,	the	year	in	which	the	

harmful	event	occurred.	However,	this	time	limit	is	extended	for	liability	established	

in	tort	by	causing	severe	damage	to	the	health	and	bodily	integrity	of	a	person.		

Nonetheless	there	is	also	a	limitation	in	the	damages	that	ought	to	compensate	

a	victim	under	the	strict	liability	regime.	The	particularities	are	stipulated	in	Article	

88	of	 the	AGM	and	state	 the	maximum	amount	of	600.000	Euros	 for	 fatalities	 in	a	

single	case,	whereas	for	group	actions	of	affected	individuals	amount	to	120	million	

Euros.	 In	 addition	 to	 the	 compensations	 sums	 payable	 by	 the	 pharmaceutical	

company	in	case	of	liability,	there	is	also	an	imposition	of	a	sort	of	‘preventative	sum’	
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in	the	form	of	insurance	that	the	producers	ought	to	pay	under	this	law	according	to	

Article	94	of	the	AGM.	Further	to	this	there	are	even	penalties	for	failing	to	meet	this	

obligation.	(Article	96	of	the	AGM).		

VIII.2.2.	Tortious	Liability	

The	basic	legal	document	for	establishing	tortious	liability	in	German	law	is	the	

BGB	or	the	Civil	Code.	The	most	important	Section	for	inferring	liability	is	Section	823	

which	states	that:	“(1)	A	person	who,	intentionally	or	negligently,	unlawfully	injures	

the	life,	body,	health,	freedom,	property	or	another	right	of	another	person	is	liable	to	

make	compensation	to	the	other	party	for	the	damage	arising	from	this.”	210	Further	

to	this	in	the	second	section	the	necessity	of	establishing	fault	is	outlined.		

Unlike	 in	 the	 strict	 liability	 regime	 where	 generally	 the	 pharmaceutical	

entrepreneur	is	held	liable,	here	liability	in	torts	could	extend	to	any	person	who	is	

responsible	 for	 committing	 the	 tortious	 act,	 for	 example	 pharmaceutical	

professionals,	employees	involved	in	designing	the	medicine,	persons	involved	in	the	

production	process,	etc.		

In	establishing	liability	in	tort,	the	plaintiff	has	the	duty	of	proving	the	injury	,the	

damage	and	existence	of	a	causal	connection	between	the	two.	Also,	the	plaintiff	bears	

the	burden	of	proof	of	the	alleged	defect	in	the	pharmaceutical.	It	is	an	interesting	fact	

that	concerning	the	concept	of	 fault	 the	burden	of	proof	had	been	reversed	by	the	

courts	in	that	currently	it	is	up	to	the	defendant	to	demonstrate	that	in	fact	he	had	not	

been	at	fault	when	making	an	error	in	design	or	manufacturing	defects.	Yet	when	it	

comes	to	information	defects	and	failure	to	warn	cases,	the	claimant	bears	the	burden	

of	proving	the	alleged	omissions.		

The	plaintiff	should	establish	causation,	i.e.,	that	the	damage	or	injury	wouldn’t	

have	occurred	without	 the	action	by	the	defendant.	Nonetheless	 failure	 to	provide	

adequate	 and	 sufficient	 warning	 as	 to	 the	 drugs	 characteristics,	 indications	 and	

 
210	Bundesministeriums	der	Justiz	und	für	Verbraucherschutz.	(2002).	German	Civil	Code,	in	the	
version	promulgated	on	2	January	2002	(Federal	Law	Gazette	[Bundesgesetzblatt]	I	page	42,	2909;	
2003	I	page	738),	last	amended	by	Article	4	para.	5	of	the	Act	of	1	October	2013	(Federal	Law	Gazette	I	
page	3719),	Section	823.	
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contraindications	is	a	cause	for	establishing	liability	under	tort.	Unlike	in	the	previous	

Section	in	Spanish	law,	in	German	law	the	courts	do	not	allow	for	shifting	the	burden	

from	the	producer	onto	an	intermediary	such	as	a	medical	professional	prescribing	

the	medicine	or	a	pharmacist.	Hence	it	 is	an	obligation	of	the	producer	to	fulfill	all	

duties	related	to	supplying	proper	information	to	the	consumers.		

As	 to	 the	 possible	 defenses	 in	 torts,	 as	 aforementioned	 in	 the	 strict	 liability	

section,	one	of	the	possibilities	is	the	contributory	negligence	one.	This	is	outlined	in	

Section	254	of	the	German	Civil	Code.	The	burden	of	proof	rests	with	the	defendant	

to	prove	it	in	this	case.	Additionally	unlike	in	a	strict	liability	claim,	in	a	tort	claim	the	

defendant	can	in	fact	claim	in	rare	circumstances	the	development	risk	defense.	Yet	

there	is	an	obligation	upon	the	defendant	to	be	cautious	that	the	product	does	not	

cause	further	harm	to	other	consumers	and	alleviate	any	possibility	of	such	danger.		

The	time	limit	under	which	a	claim	in	tort	can	be	brought	for	defective	medicinal	

products	 is	3	years	 from	the	date	on	which	 the	 tortious	act	was	committed	or	 the	

cause	 of	 action	 arose,	 according	 to	 Article	 194	 from	 the	 Civil	 Code.	 This	 limit	

drastically	 increases	 in	 cases	 of	 gross	 negligence	 and	 damages	 caused	 to	 injured	

person’s	 life,	health	and	body,	 amounting	up	 to	10-	or	30-years	dependent	on	 the	

circumstances	of	the	case,	according	to	Article	199	of	the	Civil	Code.		

Also,	it	is	important	to	note	that	under	tort	law	in	Germany	both	material	and	

non-material	 damages	 resulting	 from	 serious	 injuries	 from	 defective	 medicinal	

products	are	recoverable	under	the	Civil	Code.	This	would	include	economic	loss	of	

the	plaintiff	any	material	damage	to	property	but	also	would	include	psychological	

damages	 for	 pain	 in	 suffering.	 This	 also	 includes	 damages	 recoverable	 by	 family	

members	for	direct	or	indirect	loss.		

VIII.2.3.	Concluding	remarks	

It	can	be	concluded	that	the	German	model	of	medicinal	product	liability	is	with	

a	 rather	broader	 scope	and	more	 thorough	 than	 the	one	existent	 in	 the	European	

model	for	product	liability	for	several	reasons.	

Firstly,	 the	 very	 case	 that	medicinal	 products	 are	 regulated	by	 the	Medicinal	

Products	Liability	Act	which	has	a	much	broader	scope	than	the	EU	Product	Liability	
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Directive.	Although	the	wording	of	the	EU	directive	explicitly	allows	Member	States	

to	 use	 co	 existent	 product	 liability	 schemes	 in	 their	 national	 legislation,	 there	 are	

considerable	differences	between	the	German	and	European	model	in	this	matter.	

Secondly	 there	 is	 a	 presumption	 of	 causation	 in	 Article	 84(2)	 with	 the	 new	

amendments	to	the	law	in	2002.	 .In	the	PLD	according	to	Article	4	for	instance	the	

plaintiff	 has	 the	 obligation	 to	 prove	 the	 damage,	 defect	 as	 well	 as	 the	 causal	

connection	between	the	two.	Furthermore,	there	is	a	certain	degree	of	simplification	

of	the	rules	for	obtaining	evidence	based	on	the	injuries	proved	by	the	plaintiffs.		

Thirdly,	there	is	a	significant	difference	between	the	EU	PLD	and	the	German	

Medicinal	Products	Liability	Act	in	that	it	does	not	allow	for	invoking	the	development	

risk	defense	which	is	included	in	the	EU	Product	Liability	Directive,	Art	7(e).	

Also,	one	can	conclude	that	the	German	product	liability	regime	especially	with	

regards	to	establishing	liability	in	tort	is	very	generous	towards	consumers	in	that	it	

extends	the	liability	even	to	10	and	30	years	from	the	date	of	the	injury,	according	to	

the	Civil	Code.	Part	of	the	reasons	for	this	might	lie	in	the	history	of	medicinal	product	

liability	litigation	initiated	in	the	yearly	60’s	in	connection	to	the	thalidomide	tragedy	

and	the	generous	funds	the	Government	in	Germany	had	placed	after	that	that	had	

been	running	for	many	decades.	

However,	 on	 the	 other	 hand	 one	 cannot	 state	 also	 that	 the	 pharmaceutical	

companies	are	disadvantaged	by	German	Law	per	se,	especially	as	there	are	very	high	

thresholds	 for	 establishing	 liability	 for	 defective	 pharmaceuticals	 products	 as	

elaborated	above.	For	instance,	the	courts	place	a	very	high	value	to	the	therapeutic	

benefits	of	medicine	and	in	their	evaluation	always	consider	the	risk	benefit	ration.	

Also,	 the	 Medicinal	 Code	 requires	 that	 the	 damage	 indeed	 be	 sufficient	 and	

‘intolerable’	as	to	form	a	basis	for	a	claim	in	the	first	place.	Thus,	it	disregards	minor	

adverse	effects	or	adverse	effects	that	had	been	existent	and	outlined	in	the	Patient	

Information	leaflet	duly	by	the	manufacturer.		

Finally,	one	can	conclude	that	 the	German	 legislation	 in	relation	 to	medicinal	

product	 liability	 is	very	just,	 thorough	and	includes	a	broad	spectrum	of	cases	and	

circumstances	 however	 there	 are	 a	 considerable	 amount	 of	 differences	 when	
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comparing	it	to	the	European	model	of	product	liability	regulation,	and	thus	certain	

changes	ought	to	be	implemented	if	harmonization	on	an	EU	level	is	the	objective.	

	
VIII.3.	French	Law	

	

In	 France	 most	 of	 the	 issues	 related	 to	 medical	 law	 and	 regulating	

pharmaceuticals	 is	 outlined	 in	 the	 French	 Public	 Health	 Code. 211 	Here	 the	 most	

important	 information	related	to	the	manufacturing,	marketing	and	distribution	of	

pharmaceuticals	are	entailed.	Furthermore,	most	of	the	case	law	relating	to	medicinal	

product	liability	is	covered	through	the	civil	liability	schemes	available	in	the	national	

legislation.	Thus,	it	is	interesting	to	note	that	in	France	most	of	the	product	liability	

cases	 are	 in	 fact	 related	 to	 health	 products.	 In	 French	 law	 the	 notion	 of	 health	

products	incorporates	medicinal	products	as	well	as	human	products	(for	ex	blood	

products,	on	which	there	is	vast	case	law	in	France).	The	basic	legal	instrument	for	

civil	liability	claims	in	medicinal	product	liability	cases	is	the	French	Civil	Code.	

The	EU	Product	Liability	Directive	was	 implemented	 in	France	 later	 than	 the	

deadline	stipulated,	on	19	May	1998	through	the	Law	No.	98-389212.	As	the	deadline	

for	implementation	of	the	Product	Liability	Directive	for	EU	Member	States	had	been	

1988,	 the	 Commission	 initiated	 proceedings	 against	 France	 in	 1993. 213 	In	 the	

meantime	the	courts	had	dealt	with	product	liability	issues,	‘in	light’	of	the	Directive	

so	to	say,	mostly	 in	civil	 liability	claims	whether	 in	tort	or	contract	 law.	Hence	the	

relevant	 Articles	 1245	 –	 1245(17)	 were	 implemented	 into	 the	 Civil	 Code	 with	

reference	to	regulation	of	liability	for	defective	products.		

Other	relevant	regulatory	tools	such	as	guidelines,	rules,	and	recommendations	

relating	 to	 health	 issues	 and	 therapeutic	 advancements	 are	 outlined	 by	 the	

responsible	health	authorities.	Among	them	the	most	important	one	is	the	National	

 
211	The	French	Public	Health	Code,	Code	de	la	santé	publique.	(1953).	Official	Journal	of	the	French	
Republic	
	
212	Law	No.	98-389	of	May	19,	1998,	on	liability	relating	to	defective	products	
	
213	ECJ,	Commission	of	the	European	Communities	v.	French	Republic,	Case	C-293/91	(1993).	
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Agency	 for	 Safety	 of	 Medicinal	 and	 Health	 Products	 (ANSM) 214Additionally,	 the	

National	Authority	for	Health	and	the	Ministry	of	Health,	in	particular	the	Economic	

Committee	 responsible	 for	 health	 products,	 are	 relevant	 for	 shaping	 the	 soft	 law	

strategies	 and	plans.	 It	 is	 also	worth	 to	 note	 that	 the	ANSM	 for	 instance	with	 the	

regulatory	 changes	 in	2011	215has	greater	powers	 imposed,	 one	of	which	 is	 fining	

pharmaceutical	 companies	 for	 any	medicinal	product	 liabilities	 especially	 in	 cases	

related	 to	 off	 label	medicinal	 products.	 In	 addition,	 it	 has	 the	 authority	 to	 impose	

compulsory	clinical	trials,	non-clinical	information	and	post	marketing	authorization	

reports.		

Also,	 there	 is	another	National	authority	 in	charge	of	 collecting	evidence	and	

compensating	victims	from	defective	medicinal	products	called	National	Office	for	the	

Compensation	of	Medical	Accidents	(ONIAM).	216With	the	legal	changes	in	2011	of	the	

Public	Health	Code	persons	who	used	the	pharmaceutical	Mediator	were	included	in	

this	compensation	scheme.	Further	to	this	with	the	2016	additional	amendments	of	

the	 Health	 Code	 victims	 of	 the	 drug	 ‘Depakine’	 were	 also	 included	 in	 the	

compensation	 scheme	 by	 the	National	 Authority.	 For	 a	 claim	 to	 be	 successful	 the	

victim	 has	 to	 demonstrate	 proof	 of	 consumption	 of	 one	 of	 the	 aforementioned	

medicines,	 and	demonstrate	 that	 there	had	been	 injury	 suffered	as	 a	 result	 of	 the	

consumption.	Further	to	this	a	group	of	experts	establish	the	connectedness	of	the	

consumption	 of	 the	 drug	 to	 the	 injury	 of	 the	 person	 and	 decide	 upon	 their	

compensation.	In	the	case	such	a	connection	exists	it	then	informs	the	victim	and	the	

manufacturer	and	gives	a	period	of	3	months	in	which	the	producer	can	compensate	

the	victim.	However,	if	the	manufacturer	fails	to	meet	his	obligation	the	victims	will	

be	directly	compensated	from	the	National	Office	ONIAM,	which	further	will	pursue	

compensation	by	the	producer.		

 
214French	National	Agency	for	the	Safety	of	Medicine	and	Health	Products.	ANSM.	
https://www.ansm.sante.fr	
	
215	Law	No.	2011-2012	of	29	December	2011;	See	also:	
https://www.lexology.com/library/detail.aspx?g=71bc93f0-af91-417d-9b66-6fedf9846342		
	
216	National	Office	for	the	Compensation	of	Medical	Accidents,	L’Office	National	d’Indemnisation	des	
Accidents	Médicaux,	des	Affections	Iatrogènes	et	des	Infections	Nosocomiales	.	(ONIAM).	
https://www.oniam.fr	
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As	to	liability	for	defective	products	one	can	certainly	say	that	the	French	law,	

in	 particular	 the	 French	 Civil	 Code	 are	 in	 line	with	most	 of	 the	 EU	 provisions	 on	

defective	 pharmaceutical	 products,	 i.e.,	 the	 EU	 Product	 Liability	 Directive.	 More	

precisely	 the	 Article	 1245	 to	 Article	 1245-17	 of	 the	 French	 Civil	 Code	 entail	 the	

concepts	 of	 the	 EU	 Product	 Liability	 directive	 connected	 to	 defective	 medicinal	

products.	Hence	the	notion	of	strict	liability	is	adopted	fully.	In	order	for	a	plaintiff	to	

win	 a	 claim	 under	 this	 regime	 he	 is	 obliged	 to	 demonstrate	 that	 there	 had	 been	

damage	suffered	by	the	particular	defect	in	the	medicinal	product,	and	that	there	had	

been	 a	 so-called	 causal	 link	 between	 the	 two.	 Hence	 there	 is	 no	 obligation	 to	

demonstrate	fault	on	the	part	of	the	defendant,	solely	that	the	product	did	not	comply	

with	the	regulatory	safety	standards	at	the	moment	of	bringing	the	claim.	217	

Also,	 the	 victim	 of	 medicinal	 product	 liability	 has	 the	 option	 to	 seek	

compensation	under	tort,	and	less	frequently	in	contract.	The	relevant	Articles	form	

the	Civil	Code	are	Article	1240	and	1245	respectively.	Namely	according	to	Article	

1245	 the	 manufacturer	 bears	 responsibility	 for	 a	 medicinal	 product’s	 defect	

regardless	of	whether	he	has	made	a	contract	with	him	or	not.	In	addition,	subsection	

17	of	the	same	article	states	that	the	producer	bears	liability	as	a	result	of	his	fault.	

Thus,	in	a	tort-based	claim	for	instance	the	plaintiff	would	have	to	bring	proof	of	the	

manufacturers	 fault	 as	 well	 as	 the	 connection	 between	 his	 fault	 and	 the	 injury	

suffered.	218	Hence	in	a	tort	based	claim	the	crucial	argument	is	the	injury	suffered	by	

the	plaintiff	and	when	bringing	proof,	the	plaintiff	has	the	option	to	‘stretch	the	time	

limit’	in	a	sense	to	the	time	when	he	had	discovered	the	damage	or	injury	to	his	health,	

which	is	a	benefit	 in	comparison	to	the	claim	in	contract	which	is	 limited	with	the	

notion	 of	 warranty	 from	 the	 time	 the	 product	 at	 question	 had	 been	 put	 into	

circulation.		

Under	 French	 law	most	 usually	 the	 producer	 is	 held	 liable.	 According	 to	 the	

wording	of	the	Civil	Code	however	this	could	include	the	manufacturer	but	also	the	

producer	of	a	single	part	of	the	medicinal	product,	an	importer	or	any	person	who	

 
217	French	Civil	Code,	Art	1245-3;		
218	French	Civil	Code,	Article	1240;		
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licenses	the	pharmaceutical	in	his/her	name.219	Nonetheless	the	law	states	that	the	

producer	 is	 unknown	 the	 supplier	 or	 seller	 could	 be	 held	 liable	 for	 the	 defective	

medicinal	product.	However,	if	he	reveals	the	identity	of	the	manufacturer	within	the	

period	of	three	months	he	could	be	redeemed	from	liability.		

VIII.3.1.	Strict	Liability	

The	European	Product	 Liability	Directive	with	 the	no	 fault	 scheme	had	been	

implemented	 in	 France	 on	 the	 19th	 of	 May	 1998.	 Hence	 the	 relevant	 Articles	 for	

establishing	 liability	of	 the	producer	of	defective	medicinal	products	on	a	no-fault	

basis	are	Articles	1245	to	Articles	1245-17.	These	Articles	are	applied	to	cases	that	

have	occurred	after	their	 implementation	into	the	national	 law.	Similarly,	as	in	the	

case	with	Spanish	law	aforementioned	the	strict	 liability	regime	does	not	preclude	

plaintiffs	to	seek	compensation	for	liability	under	contracts	or	torts.	Yet,	this	practice	

is	not	favorable	under	EU	law	since	the	ECJ	has	ruled	against	the	usage	of	coexisting	

liability	regimes	in	Member	States’	national	legislation.	

Under	French	law	the	producer	of	the	medicinal	product	is	most	often	held	liable	

for	the	damage	in	his	product.	This	rule	is	transcended	from	the	EU	Product	Liability	

Directive	into	Article	1245-5	in	which	he	is	defined	as	the	manufacturer	of	a	product,	

the	producer	of	a	single	part	of	the	product	or	any	importer	who	has	licensed	or	sold	

the	product	in	question	in	his	own	name.		

In	order	for	a	claimant	to	have	a	successful	claim	under	the	strict	liability	regime,	

he	 ought	 to	 demonstrate	 proof	 of	 the	 damage,	 proof	 of	 defect	 in	 the	 medicinal	

product,	 existence	 of	 a	 causal	 link	 between	 the	 defect	 and	 the	 damage	 as	well	 as	

imputability	of	the	damage	to	the	pharmaceutical/medicinal	product.			

The	 damage	 that	 needs	 to	 be	 proved	 is	 thus	 related	 to	 personal	 injuries	 or	

damage	to	property	in	a	greater	amount	than	500	Euros.	Thus,	the	primary	objective	

in	French	law	is	to	compensate	the	victim,	i.e.,	offer	compensatory	damages	and	not	

punitive	damages	to	punish	the	wrongdoer.	Apart	from	the	regular	compensations	

for	 injuries	 to	health	 and	property	 as	 a	 result	 of	 consuming	 a	defective	medicinal	

 
219	French	Civil	Code,	Article	1245-5	
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product,	case	law	indicates	that	also	victims	that	have	suffered	anxiety	as	a	result	of	

consumption	of	a	defective	medicinal	product	should	also	be	compensated.		

The	relevant	test	of	defectiveness	under	the	Civil	Code	is	the	level	of	safety	that	

it	 provides	 or	 if	 under	 the	 reasonable	 person	 test	 one	 can	 state	 that	 the	 product	

delivered	the	level	of	safety	it	was	required	in	the	given	circumstances.	Similarly,	as	

in	 other	 jurisdictions	 explained	 above,	 there	 can	 be	 various	 types	 of	 defects,	

manufacturing	design	or	information	defects	and	the	burden	of	proof	lies	upon	the	

plaintiff	to	prove	that	there	had	been	a	defect.	Also,	in	the	case	where	a	manufacturer	

had	warned	of	the	possible	adverse	reaction	in	the	patient	Information	leaflet,	they	

will	 generally	 be	 exempted	 from	 liability.	 Moreover,	 inadequate	 information	 in	

pharmaceuticals	 administered	 during	 a	 hospital	 stay	would	 inflict	 liability	 on	 the	

medical	practitioners,	and	not	he	manufacturer.		

The	concept	of	proving	imputability	of	the	damage	to	the	medicinal	product	is	a	

distinct	concept	in	French	law.	Case	law	indicates	that	this	is	a	prerequisite	in	order	

to	 eliminate	 any	other	 causes	 such	 as	 personal	 health	 issues,	 or	 other	medication	

used,	that	might	have	impacted	the	injury.	In	addition,	the	court	had	added	that	the	

product	 should	 have	 actually	 caused	 the	 damage	 to	 the	 plaintiff	 and	 not	 solely	

contributed	to	it.	220	

Similarly,	as	in	the	previous	jurisdictions	the	law	requires	a	causal	connection	

to	be	established	between	the	damage	and	the	defect	in	the	medicinal	product.	This	

prerequisite	is	outlined	in	the	Civil	Code,	Article	1245-8.	The	burden	of	establishing	

this	 connection	 is	 upon	 the	 plaintiff.	 In	 extremely	 rare	 circumstances	 could	 it	 be	

reversed	onto	the	defendant?	However,	in	cases	where	this	proof	is	more	complicated	

the	 court	 takes	 serious	 and	 specific	 evidence	 into	 account	 after	 taking	 into	

consideration	 of	 all	 of	 the	 expert	 opinion.	 Especially	 it	 could	 be	 difficult	 for	 the	

plaintiff	 to	 prove	 that	 there	 is	 a	 causal	 connection	 in	 cases	 where	 the	 scientific	

opinions	on	the	subject	matter	vary	by	and	large,	and	this	is	not	uncommon	in	the	

medical	 and	 pharmaceutical	 field.	 Although	 there	 is	 no	 definitive	 test	 for	 proving	

 
220	Cour	de	cassation,	civile,	Chambre	civile	1,	29	mai	2013,	12-20.903,	Publié	au	bulletin;	Source:	
https://www.legifrance.gouv.fr/juri/id/JURITEXT000027485548?init=true&page=1&query=12-
20903&searchField=ALL&tab_selection=all		
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causation	under	French	law,	case	law	in	the	medicinal	product	liability	field	has	two	

common	elements	when	it	comes	to	establishing	causation.	The	first	component	that	

the	claimant	would	need	to	fulfill	is	demonstrating	that	the	medicinal	product	as	such	

is	‘capable’	of	causing	the	damage	in	question	in	general.	The	second	criteria	is	that	

the	 claimant	 demonstrates	 that	 the	 exact	medicinal	 product	manufactured	 by	 the	

defendant	had	caused	the	particular	damage	to	him.	 It	 is	worth	mentioning	at	 this	

point	that	judicial	practice	is	rather	inclined	towards	patients’	rights	and	is	likely	to	

accept	the	plaintiff’s	proof	of	causation.		

In	most	cases	where	there	is	a	unified	scientific	standpoint	on	the	issue	the	first	

step	of	proving	causation	is	relatively	easy.	Potential	problems	might	occur	when	the	

experts’	opinions	are	divergent	and	there	is	no	unite	stand	point	on	the	issue	at	hand,	

or	when	there	is	not	much	information	to	the	scientific	knowledge	to	date	on	the	very	

issue.	The	latter	had	occurred	in	a	prominent	case	in	French	law	regarding	a	Hepatitis	

B	that	had	allegedly	caused	multiple	sclerosis	according	to	the	plaintiff.	There	hadn’t	

been	any	medical	proof	or	history	of	patients	that	conducted	the	illness	as	a	result	of	

the	 Hepatitis	 B	 vaccine.	 However	 as	 there	 had	 been	 several	 judicial	 cases	 on	 the	

subject	matter	with	 similar	 evidence,	 the	Court	 of	Cassation221	had	agreed	upon	a	

presumption	of	causation	on	the	basis	of	implying	a	‘serious,	specific	and	consistent	

evidence’	in	the	case.	Further	to	this	the	Court	of	Cassation	had	referred	the	issue	to	

the	ECJ	on	whether	this	sort	of	presumption	had	been	compatible	with	the	Product	

Liability	Directive.	In	delivering	its	judgment	the	ECJ	confirmed	the	compatibility	of	

the	presumption	despite	having	scientific	proof	on	the	issue	in	such	cases	as	it	differs	

from	legal	or	judicial	evidence	based	on	factual	proof,	however	limited	its	application	

in	that	it	does	not	exceed	the	scope	of	Article	4	of	the	Product	Liability	of	the	Directive.	

This	would	in	fact	mean	that	the	burden	of	proof	entirely	depends	on	the	plaintiff’s	

case.	Hence	in	delivering	its	final	judgment	the	Court	concluded	that:			”	Article	4	of	

Council	 Directive	 85/374/EEC	 of	 25	 July	 1985	 on	 the	 approximation	 of	 the	 laws,	

regulations	and	administrative	provisions	of	the	Member	States	concerning	liability	

 
221	Cour	de	cassation,	civile,	Chambre	civile	1,	22	mai	2008,	06-14.952,	Publié	au	bulletin;	Source:	
https://www.legifrance.gouv.fr/juri/id/JURITEXT000018868816/		
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for	 defective	 products	must	 be	 interpreted	 as	 not	 precluding	 national	 evidentiary	

rules	such	as	those	at	issue	in	the	main	proceedings	under	which,	when	a	court	ruling	

on	the	merits	of	an	action	involving	the	liability	of	the	producer	of	a	vaccine	due	to	an	

alleged	defect	in	that	vaccine,	in	the	exercise	of	its	exclusive	jurisdiction	to	appraise	

the	 facts,	 may	 consider	 that,	 notwithstanding	 the	 finding	 that	 medical	 research	

neither	establishes	nor	rules	out	the	existence	of	a	link	between	the	administering	of	

the	vaccine	and	the	occurrence	of	the	victim’s	disease,	certain	factual	evidence	relied	

on	by	the	applicant	constitutes	serious,	specific	and	consistent	evidence	enabling	it	to	

conclude	that	there	is	a	defect	in	the	vaccine	and	that	there	is	a	causal	link	between	

that	defect	and	that	disease.	National	courts	must,	however,	ensure	that	their	specific	

application	 of	 those	 evidentiary	 rules	 does	 not	 result	 in	 the	 burden	 of	 proof	

introduced	 by	 Article	 4	 being	 disregarded	 or	 the	 effectiveness	 of	 the	 system	 of	

liability	introduced	by	that	directive	being	undermined.	“222	

Nonetheless	similarly	as	in	other	jurisdictions	there	are	also	cases	of	medicinal	

product	 liability	 arising	 from	 failure	 to	 warn	 on	 the	 part	 of	 the	 pharmaceutical	

company.	These	are	covered	by	 the	Article	1245-3	which	refers	 to	 liability	arising	

from	an	inadequate	presentation	of	the	product,	which	could	be	translated	into	the	

pharmaceutical	 field	 as	 providing	 inadequate	 or	 insufficient	 information	 as	 to	 the	

product’s	 usage.	 	 However,	 unlike	 Spanish	 law	 for	 instance,	 French	 law	 does	 not	

exempt	the	manufacturer	 from	liability	on	the	basis	 that	another	person	had	been	

liable	 for	 the	damage	caused,	 such	as	 the	doctor	or	pharmacist	 for	example.	Thus,	

under	French	law	it	is	pertinent	that	all	necessary	safety	information	relating	to	the	

medicinal	product	is	included	in	the	Patient	Information	leaflet	and	not	solely	to	the	

instructions	intended	for	professionals	such	as	doctors	or	pharmacists.		

The	time	limit	to	a	product	liability	claim	under	French	law	is	three	years	from	

the	moment	the	plaintiff	‘knew	or	ought	to	have	known	of	the	existence	of	the	damage’	

which	is	outlined	in	the	Civil	Code.223	Interestingly	enough	the	time	frame	for	liability	

 
222	Judgment	of	the	Court	(Second	Chamber)	of	21	June	2017	N.	W	and	Others	v	Sanofi	Pasteur	MSD	
SNC	and	Others:	Request	for	a	preliminary	ruling	from	the	Cour	de	cassation	(France),	Case	C-621/15,	
(2017)	
	
223	Article	1245-16	of	the	French	Civil	Code.		
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in	tort	claim	on	the	basis	of	proving	fault	on	the	part	of	the	producer,	is	expanded	to	

a	maximum	of	10	years	from	the	moment	the	products	had	been	put	on	the	market.		

There	 are	 a	 number	 of	 defenses	 the	 producer	 can	 invoke	 among	which	 are:	

nonexistence	of	 the	damage	when	 the	product	was	put	on	 the	market,	 not	having	

placed	 the	 products	 into	 circulation	 when	 the	 damage	 occurred,	 the	 defect	 was	

directly	 a	 consequence	 of	 complying	 with	 regulatory	 compliance,	 and	 the	

development	 risk	 defense	 but	 only	 for	 a	 fault-based	 claim	 under	 tort	 law	 as	

aforementioned.		

VIII.3.2.	Contractual	liability	

Although	 claims	 relating	 to	 medicinal	 product	 liability	 are	 less	 frequently	

brought	in	contract	due	to	the	requirement	of	having	a	direct	relationship	between	

the	 parties,	 there	 are	 cases	where	 claimants	 opt	 for	 this	 alternative.	 The	 relevant	

Articles	 are	 outlined	 in	 the	 Civil	 Code	 in	 particular	 the	 Article	 1231-1.	 Here	 the	

liability	of	 the	debtor	 is	established	 in	circumstances	 that	result	 in	either	delay	or	

nonperformance	of	 the	obligation	 in	question.	According	 to	 this	Article	 the	debtor	

could	pursue	a	defense	only	if	there	was	a	greater	cause	or	‘Force	Majeure’	so	to	say	

that	was	preventing	him	from	acting	upon	his	obligation.		

In	relation	to	medicinal	products	this	would	involve	cases	where	for	example	

the	seller	of	the	medicinal	product	did	not	fulfill	his	obligation	for	some	reason,	there	

had	been	a	causal	connection	between	his	failure	to	act	and	the	damage	suffered	by	

the	buyer,	and	finally	that	this	damage	had	been	to	some	extent	foreseeable	when	the	

contract	had	been	made.	224	

Potential	defenses	for	a	claim	in	contract	would	constitute	certain	 limitations	

prescribed	in	the	limitation	clauses.	Yet	again	the	interpretation	of	the	latter	depends	

entirely	on	the	court.		

VIII.3.3.	Tortious	liability	

 
224	Articles	1245-15,	18	of	the	French	Civil	Code	
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Another	more	 frequently	used	alternative	 to	 the	 strict	 liability	 regime,	 is	 the	

liability	in	tort.	Here	it	is	important	to	note	that	unlike	the	strict	liability	regime,	the	

tortious	 liability	 is	 based	 on	 the	 principal	 of	 establishing	 fault	 on	 the	 part	 of	 the	

defendant.	The	relevant	Article	for	a	claim	in	tort	under	the	French	legislation	is	1240	

from	the	Civil	Code,	under	which	any	person	who	causes	damage	to	another	by	his	

fault,	is	obliged	to	restore	it.	Hence	the	element	of	fault	is	crucial	under	this	regime.	

For	a	successful	claim	the	plaintiff	ought	to	demonstrate	damage	suffered,	fault	on	the	

part	of	 the	defendant,	as	well	as	a	causal	connection	between	the	damage	and	the	

fault.	

Although	this	is	far	from	easy	in	a	medicinal	products	liability	claim	where	there	

could	be	numerous	factors	contributing	to	the	result	of	injury,	such	as	personal	health	

issues	of	the	plaintiff,	contraindications	of	other	medicines	as	the	time,	breach	of	duty	

by	an	intermediary	such	as	doctor	or	pharmacists,	etc.,	yet	it	has	certain	benefits.	One	

of	 them	 is	 certainly	 the	 extended	 time	 limit	 for	 pursuing	 the	 claim.	 Whilst	 as	

aforementioned	the	time	limit	 for	a	claim	in	contract	or	strict	 liability	runs	mostly	

from	the	moment	the	medication	had	been	put	into	circulation,	here	in	the	claim	in	

tort	 it	 will	 run	 from	 the	 moment	 the	 harmful	 effects	 have	 been	 discovered.	 	 A	

statutory	maximum	amount	is	ten	years	from	the	moment	the	product	had	been	put	

into	circulation	according	to	Article	1245-17	from	the	Civil	Code.	An	example	for	a	

successful	 claim	 in	 tort	 had	 been	 indeed	 the	 claim	 from	 the	 victims	 of	 the	 drug	

‘Distilbène’	 that	was	a	pharmaceutical	manufactured	by	UCB	Pharma	and	used	by	

pregnant	women	that	caused	injuries	to	their	babies.	The	plaintiffs	were	victims	from	

the	second	generations	of	patients	 that	suffered	side	effects	despite	 the	 fact	 that	a	

significant	time	had	elapsed	from	the	period	from	which	the	drug	was	placed	on	the	

market.		Hence	the	plaintiffs	had	filed	a	claim	in	tort,	and	successfully	established	the	

defendants’	negligence.	In	this	case	the	Court	held	that	the	pharmaceutical	company	

had	 been	 in	 breach	 of	 duty	 to	 their	 patients,	 due	 to	 the	 persistence	 of	 scientific	

evidence	that	had	demonstrated	side	effects	or	the	drugs	and	despite	the	drug	having	

proven	benefits	to	another	group	of	patients.	225	

 
225	Cour	de	cassation,	Chambre	civile	1,	28	janvier	2010,	08-18.837,	Publié	au	bulletin;	Source:	
https://www.legifrance.gouv.fr/juri/id/JURITEXT000021768515/		
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Despite	the	hurdles	of	proving	fault	and	causation	the	tortious	liability	route	has	

yet	another	advantage	for	plaintiffs	in	that	it	does	not	accept	the	development	risk	

defense	 by	 pharmaceutical	 companies	 which	 has	 been	 excluded	 with	 the	 legal	

reforms	from	2017.		

Potential	defenses	for	the	producer	under	this	regime	could	be	challenging	the	

fault	or	the	causal	connection	between	the	damage	and	the	defect.		

VIII.3.4.	Criminal	Liability	

When	there	are	more	serious	consequences	to	the	human	health	such	as	causing	

heavy	injury	to	the	consumer	by	the	manufacturer	or	distributor	for	example.	There	

are	 sanctions	 under	 the	 Criminal	 Code	 relating	 in	 particular	 to	 the	 offences	 of	

involuntary	 bodily	 harm,	 manslaughter,	 fraud,	 supplying	 harmful	 substances	 and	

causing	purposeful	harm	to	the	human	body.	For	the	first	two	proof	of	negligence	is	

required	and	for	the	latter	the	element	of	mens	rea	in	order	to	constitute	an	offence.		

Thus,	for	these	offences	there	are	a	number	of	criminal	and	financial	sanctions	

available	 that	 are	 outlined	 in	 the	 Public	 Health	 Code,	 and	 some	 of	 them	 are	

determined	by	the	National	Regulatory	Agency	(ANSM).	

VIII.3.5.	Concluding	remarks	

Although	the	EU	Product	Liability	Directive	was	transposed	into	France	much	

later,	it	can	be	said	that	the	product	liability	system	in	France	is	a	rather	developed	

one	especially	when	it	comes	to	protecting	consumer	and	patient	rights.		

As	it	can	be	seen	from	the	sections	above	one	can	conclude	that	despite	certain	

setbacks,	 the	 medicinal	 product	 liability	 system	 in	 France	 is	 rather	 favorable	 for	

plaintiffs.	 Claimants	 have	 the	 option	 of	 choosing	 among	 the	 strict	 liability	 and	

contract	or	tort	route	for	establishing	the	claim.	The	strict	liability	regime	had	been	

implemented	 into	 national	 legislation	 from	 year	 1998.	 Thus,	 claims	 relating	 to	

medicinal	side	effects	that	were	existent	before	this	date	were	covered	under	the	civil	

liability	regime,	i.e.,	in	tort	or	contract.	An	eminent	example	had	been	the	Mediator	
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case.	 Although	 the	 burden	 of	 proof	 lies	 with	 the	 plaintiff	 in	 that	 he	 ought	 to	

demonstrate	the	damage,	defect	and	causal	connection	between	the	two,	the	French	

courts	are	rather	generous	when	it	comes	to	assisting	the	plaintiff	in	demonstrating	

these	 elements	 in	 particular	 causation.	 Namely	 there	 is	 a	 practice	 of	 using	 the	

presumption	of	causation	in	that	the	plaintiff	has	to	demonstrate	that	the	damage	in	

normal	 circumstance	would	 not	 have	 occurred	 but	 for	 the	 usage	 of	 the	medicinal	

product.	The	criteria	assessed	by	the	court	for	evoking	the	presumption	of	causation	

is	 whether	 the	 connection	 is	 presentation	 of	 ‘serious,	 specific	 and	 consistent	

evidence’	which	had	been	used	in	the	Hepatitis	B	vaccine	cases.		

Other	potential	advantages	to	patients	and	consumers	bringing	claims	under	the	

French	tort	 -	based	route	 for	defective	medicinal	products	 is	 that	 there	 is	a	rather	

wide	span	of	application	of	the	time	limit	in	which	a	claim	can	be	brought,	i.e.,	10	years	

from	 the	 moment	 the	 product	 had	 been	 put	 into	 circulation	 provided	 that	

proceedings	had	not	been	initiated	meanwhile.	On	the	other	hand,	if	the	plaintiffs	opt	

for	the	strict	liability	route	the	time	limit	would	be	three	years.	

Lest	but	not	least	the	plaintiffs	can	benefit	from	the	fact	with	the	legal	reforms	

in	 2017	 the	 development	 risk	 defense	 had	 been	 removed	 with	 regards	 to	 health	

products	so	that	pharmaceutical	companies	cannot	bring	it	up	in	a	tort-	based	claim.	

Nonetheless	also	generally	the	regulatory	compliance	defense	is	not	accepted	per	se.	

Hence	one	 can	 conclude	 that	 indeed	when	analyzing	 the	balance	 in	general	 in	 the	

French	 medicinal	 product	 liability	 regime,	 that	 the	 rights	 of	 the	 plaintiffs,	 i.e.,	

patients/consumers	are	put	before	the	rights	of	the	industry.		

In	addition,	there	had	been	several	compensation	schemes	on	a	national	level	

for	 victims	 for	 drug-based	 injuries,	 such	 as	 the	 ‘Depakine’	 and	 Distilbene’	

compensation	schemes.	Although	as	any	system	that	might	have	setbacks	the	French	

one	is	sure	to	favor	consumer	rights	above	all.		

	

VIII.4.	Polish	Law	
	

The	relevant	regulatory	tools	for	pharmaceutical	law	medicinal	product	liability	

are	the	Pharmaceutical	Law	of	6	September	2001,	the	Polish	General	Product	Safety	
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Act	of	12	of	December,	2003,	Act	on	Medical	Activity	of	15	April	2011,	Act	on	Medical	

Devices	of	20	May	2010	as	well	as	the	Polish	Civil	Code.	In	particular	the	European	

product	liability	Directive	has	been	implemented	into	Polish	law	by	the	insertion	of	

Articles	449(1)	-	449(11)	in	the	Polish	Civil	Code	in	March	2000.226	Nonetheless	the	

Civil	Code	also	establishes	another	source	 for	 liability	on	the	basis	of	 tort	 law	that	

requires	the	proof	of	fault	entailed	in	Article	415	respectively.	Also,	there	could	be	

claim	brought	in	contract	law	but	solely	if	there	had	been	a	contractual	relationship	

between	 the	 parties,	 and	 this	 is	 less	 frequent	 in	 pharmaceutical	 liability	 claims.	

Finally,	 there	 is	 also	 criminal	 liability	 for	 causing	 grievous	 bodily	 harm	under	 the	

Polish	Criminal	Code.		

For	liability	to	be	established	one	of	the	crucial	requirements	is	that	the	product	

proves	 to	 be	 defective,	 or	 according	 to	 the	Polish	 legal	 terminology	 it	 has	 to	 be	 a	

‘hazardous	product’.	For	this	to	be	proven	the	product	has	to	be	dangerous	in	that	it	

exceeds	the	safety	level	it	was	intended	to	have	by	its	customary	usage.	That	being	

said	 the	 relevant	 circumstances	are	also	very	 important	 including	 the	 information	

supplied	 to	 the	 consumer	 alongside	 the	 product,	 the	 way	 in	 which	 it	 has	 been	

marketed	 and	 presented	 to	 the	 public,	 and	 disclaimers	 of	 other	 safety	 concerns.	

However,	a	medicinal	product	could	not	be	considered	defective	solely	on	the	basis	

of	there	having	been	a	similar	product	with	less	side	effects	or	better	performance	

placed	on	the	market	at	the	time.	

Under	 Polish	 law	 the	manufacturer	 of	 a	medicinal	 product	 usually	 bears	 the	

responsibility.	This	is	outlined	in	Article	449(1)	from	the	Civil	Code	the	definition	of	

who	constitutes	a	producer	is	further	elaborated	in	subsection	5	and	this	includes	the	

manufacturer	 of	 the	 raw	materials,	 parts	 of	 the	 product,	 user	 of	 the	 trade	mark,	

marketing	agent	that	puts	his	name	on	the	license	of	the	product,	EU	importer,	etc.	In	

 

226		Act	of	2	March	2000	on	the	protection	of	certain	rights	of	consumers	and	liability	for	damage	
caused	by	a	dangerous	product,	Dz.	U.	(2000)	No	22,	item	271,	amending	the	Civil	Code	;	Unofficial	
translation	derived	from:	
https://www.biicl.org/plf/poland/legislation/civilcode/?cookiesset=1&ts=1636853706		
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the	case	the	producer	remains	unknown	the	supplier	could	bear	the	liability	until	the	

producer	is	found.	Thus,	the	supplier	could	be	exempted	from	liability	if	he	finds	the	

producer	within	a	month	period	from	when	the	damage	was	discoverable.		For	the	

liability	of	the	manufacturer	to	be	assessed	according	to	Article	449,	it	is	important	to	

note	whether	the	product	had	been	produced	and	put	onto	the	market	for	the	purpose	

of	pursuing	business,	and	there	is	consequently	a	presumption	of	the	latter	in	favor	

of	the	consumer.		

In	Polish	law	there	are	certain	preventative	measures	that	are	enforced	in	light	

of	protecting	consumers	from	defective	products,	and	one	of	them	is	the	duty	to	recall	

any	products	that	had	been	discovered	to	be	unsafe.	It	is	the	duty	of	the	manufacturer	

to	revoke	these	products.	The	relevant	legal	document	is	the	General	Product	Safety	

Act227	,	in	particular	Article	10	that	outlines	the	duty	of	the	producer	to	perform	due	

diligence,	 remove	 the	 defective	 product	 from	 the	 market,	 and	 provide	 adequate	

warning	for	the	public	in	case	there	is	suspicion	regarding	the	safety	of	the	product.		

This	obligation	is	reviewed	by	the	administrative	organs	but	still	it	is	mandatory	

for	producers,	in	that	if	they	fail	in	their	duty	to	warn	or	recall	the	product,	they	may	

be	sued	in	a	tort-based	claim.	There	are	also	penalties	for	not	informing	the	National	

Regulatory	Authorities	for	the	hazardous	effects	of	a	medicinal	product.	

VIII.4.1.	Strict	Liability	

The	necessary	elements	for	the	strict	liability	regime	in	Poland	are	proof	of	the	

damage	caused,	 the	defect	and	the	causal	 link	between	the	two.	The	strict	 liability	

regime	 is	 mostly	 used	 when	 there	 is	 damage	 to	 the	 physical	 integrity,	 health,	 or	

property	of	the	victim.	This	route	is	used	when	a	claim	is	brought	directly	towards	

the	manufacturer	of	raw	materials,	the	producer	or	the	licensing	agent	that	puts	his	

name	on	the	product,	distributor	whereas	the	claim	in	tort	could	be	brought	against	

any	person	that	had	caused	the	harm,	for	example	intermediary,	such	as	employee,	

pharmacist,	doctor	etc.	

 
227	Office	of	Competition	and	Consumer	Protection.	(2003).	The	Polish	General	Product	Safety	Act	of	
12	of	December,	2003.	
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The	 strict	 liability	 claim	 does	 not	 involve	 proof	 of	 fault	 on	 the	 part	 of	 the	

defendant.	The	burden	of	proof	usually	lies	with	the	plaintiff	according	to	Article	6	of	

the	Polish	Civil	Code,	 although	according	 to	 the	practice	of	Polish	 courts	 it	 can	be	

shifted	onto	the	defendant	for	instance	in	bringing	proof	of	expert’s	evidence.	Also,	

the	 Polish	 courts	 accept	 prima	 facie	 evidence,	 meaning	 that	 the	 evidence	 can	 be	

inferred	from	the	facts	in	the	case	so	far.		That	having	been	said	together	with	the	fact	

that	no	proof	of	fault	is	required	one	can	state	that	this	regime	is	quite	favorable	for	

the	plaintiffs.	

The	causation	 test	 is	entailed	 in	Article	361	 from	the	Polish	Civil	Code	and	 it	

stipulates	 that	 any	 person	 that	 has	 caused	 damage	 should	 be	 found	 liable	 and	

compensate	 for	 the	 damage	 that	 had	 arisen	 as	 a	 consequence	 of	 his	 omission	 or	

action.	 Thus,	 when	 assessing	 liability	 courts	 are	 to	 look	 into	 the	 “but	 –	 for”	 test,	

meaning	the	damage	would	not	have	occurred	but	 for	 the	action	of	 the	defendant.	

However,	they	apply	this	test	largely	looking	into	normal	circumstances	of	the	case.	

This	would	mean	that	they	apply	the	legal	criterion	to	the	events	in	the	case	and	look	

into	 the	 statements	 of	 the	 parties	 as	 well	 as	 expert	 witnesses	 when	 reaching	 a	

decision.	That	having	been	said	it	is	important	to	note	that	there	are	none	definite	and	

abstract	criteria	used	by	the	courts	 in	every	case	as	precedent,	such	as	the	case	 in	

French	law	for	example.		

Although	 there	 is	 case	 law	 on	 numerous	 types	 of	 defects	 such	 as	 in	 other	

jurisdictions	in	Polish	law	the	most	frequent	type	of	medicinal	product	liability	cases	

arises	in	the	area	of	failure	to	warn.	The	precise	requirements	that	the	pharmaceutical	

companies	ought	to	follow	are	entailed	in	the	Pharmaceutical	Act	of	6th	of	September,	

whereby	 the	 PIL	 is	 also	 deemed	 to	 be	 susceptible	 to	 approval	 by	 the	 authorities.	

Should	 there	 be	 any	 misleading	 or	 inadequate	 information;	 the	 pharmaceutical	

company	 is	 not	 exempted	 of	 liability.	 Solely	 if	 this	 was	 due	 to	 compulsory	

requirements	by	the	law	will	the	producer	is	exempted	from	liability.		

The	defenses	in	a	product	liability	claim	are	outlined	in	Articles	449	(3)-449(5).	

Thus	possible	basis	for	exclusion	from	liability	of	the	producer	would	include	cases	

where:	he	had	not	put	the	product	into	circulation,	that	the	product	had	not	been	put	

into	 circulation	 for	 the	purposes	 of	 conducting	business,	 that	 the	defect	 had	been	
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unforeseeable	according	to	scientific	knowledge	at	the	time,	mandatory	 legal	rules	

were	the	reason	for	the	defect,	if	the	producer	is	one	of	raw	materials	when	the	defect	

is	 due	 to	 defective	 design	 or	 supplying	 false/inadequate	 information(thereby	

implying	liability	of	another	entity).		

Regarding	 the	 time	 limitation	 upon	 which	 a	 claim	 under	 the	 strict	 liability	

regime	could	be	brought,	the	Polish	law	has	not	defined	strict	boundaries.	In	general,	

the	time	limit	for	damage	occurring	as	a	result	of	a	strict	liability	regime	is	three	years	

from	the	moment	the	damage	was	discovered,	to	10	years	from	the	product	had	been	

placed	on	the	market.	However,	it	is	worth	to	note	that	unlike	the	EU	Product	Liability	

Directive,	these	time	limits	are	not	that	strict	under	Polish	law.	This	is	mainly	due	to	

the	reason	that	when	medicinal	product	liability	cases	are	brought	up,	in	certain	cases	

the	 injury	 can	 be	 discoverable	 much	 after	 the	 10-year	 period	 stipulated	 by	 the	

Directive	and	the	449-8	Article	from	the	Polish	Civil	Code.		

The	damages	recoverable	under	the	Polish	strict	liability	regime	include	damage	

for	personal	 injury,	death,	damage	to	property.	 In	that	sense	compensation	for	the	

damage	to	property	excludes	compensation	for	damages	to	the	product	or	lost	profits.	

The	threshold	for	compensation	of	damages	under	Polish	 law	similarly	as	 in	other	

Member	States	is	500	Euros.	

Most	 commonly	 personal	 injuries	 are	 recuperated	 by	 compensating	 the	

outstanding	health	costs	and	other	medical	expenses	especially	in	cases	of	disability	

rehabilitation	etc.	Consequently,	this	encompasses	cases	of	damage	to	the	career	of	a	

person	and	non-pecuniary	damage	as	stipulated	in	Articles	444-445	of	the	Civil	Code.	

In	case	of	fatalities	the	families	of	the	victim	are	entitled	to	compensation	for	their	

loss,	 in	 funeral	 costs,	 past	 medical	 costs,	 annuity	 and	 other	 material	 damages	

awarded	by	the	courts.		

VIII.4.2.	Tortious	and	Contractual	Liability	

Under	Polish	law	the	existence	of	strict	liability	regime	not	preclude	the	plaintiff	

from	also	bringing	a	claim	under	the	principles	of	tort	and	contract	law,	and	he	is	free	

to	choose	the	route	that	suits	him	best	according	to	Article	449(10)	from	The	Polish	

Civil	Code.	
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Accordingly	for	a	claim	in	tort	to	be	established,	proof	of	the	element	of	fault	is	

crucial.	This	 is	outlined	 in	Article	415	 from	the	Polish	Civil	Code:	 “Article	415:	He,	

who,	by	his	fault,	has	caused	the	other	injury,	is	obliged	to	redress	it.”228	

	In	order	to	bring	a	claim	in	tort	law	the	plaintiff	needs	to	demonstrate	that	there	

had	been	an	unlawful	act	by	the	defendant,	and	that	by	his	fault	he	caused	damage	or	

injury	to	the	plaintiff.	Additionally,	a	causal	connection	between	the	damage	and	the	

unlawful	act	must	be	established.	Here	there	is	a	presumption	of	negligence	on	the	

part	of	 the	defendant	merely	by	putting	a	hazardous	product	 into	 circulation,	 and	

consequently	fault	is	also	most	commonly	established	on	this	ground.	

As	aforementioned	the	claim	in	tort	can	be	brought	against	anyone	that	caused	

the	damage	 to	 the	plaintiff,	 unlike	 the	 strict	 liability	 claim	 that	 is	most	often	used	

against	manufacturers	or	distributers.	

In	case	of	negligence	of	the	defendant,	a	potential	defense	might	be	contributory	

negligence	under	Article	362	 from	 the	Civil	 Code	which	 refers	 to	 reduction	of	 the	

damages	in	case	the	plaintiff	himself	contributed	in	any	way	to	the	damage,	yet	the	

court	analyses	this	concept	in	accordance	with	all	circumstances	as	well	as	the	faith	

of	the	parties	involved.		

Regarding	the	claim	in	contract,	the	general	obligation	of	the	debtor	is	derived	

from	Article	355	from	the	Civil	Code	that	implies	that	he	ought	to	exercise	due	care	in	

his	relationship	with	the	consumer.		Hence	for	an	action	in	contract	to	be	valid	three	

elements	 have	 to	 be	 fulfilled:	 proof	 of	 breach	 of	 contract,	 damage,	 as	 well	 as	

establishing	a	causal	connection	between	the	breach	and	the	damage.	

The	relevant	Articles	for	general	application	of	the	principles	of	contract	law	are	

outlines	in	Articles	471,	472,	as	well	as	Articles	556-	581	from	the	Polish	Civil	Code.		

The	first	Article	471	refers	to	the	obligation	of	the	debtor	to	repair	the	damage	

that	had	occurred	as	a	result	of	his	lack	of	performance	of	the	obligation	in	question.		

According	to	the	principles	of	contract	law,	the	breach	of	contract	is	the	basis	for	

establishing	liability	and	there	is	also	the	requirement	of	proof	of	fault.	However,	in	

 
228	Act	of	23	April	1964	Civil	Code,	Article	415,	unofficial	translation	to	English	Language	derived	
from:	https://www.global-regulation.com/translation/poland/10092092/act-of-23-april-1964-civil-
code.html#		
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Polish	law	once	the	debtor	has	failed	to	fulfill	his	obligation	under	contract	 law	by	

breaching	 the	 contract,	 by	 virtue	 of	 his	 unlawful	 action	 the	 fault	 is	 generally	

presumed.	 It	 is	 the	 plaintiff’s	 duty	 to	 demonstrate	 that	 the	 breach,	 damage	

materialized	and	their	connection,	but	further	it	is	up	to	the	defendant	to	prove	that	

he	had	not	been	at	 fault	 for	his	actions.	Under	the	principles	of	product	 liability	 in	

contract	 law	 in	 Poland	 generally	 the	 threshold	 is	 very	 high,	 meaning	 that	

professionals	are	expected	to	have	a	very	high	level	of	duty.		

Part	of	the	defenses	under	contractual	liability	for	the	defendant	could	be	that	

he	did	exercise	due	 care	when	performing	 the	obligation	 in	question	 contained	 in	

Article	472	of	the	civil	code.		Another	defense	could	be	based	on	the	questionability	

of	the	contractual	relationship	under	Article	355.1	where	it	is	required	that	the	debtor	

exercise	due	care	depending	on	his	particular	relationship	(to	the	consumer).	Hence	

if	 the	defendant	 is	 able	 to	demonstrate	 that	he	was	not	 in	 a	 relationship	with	 the	

consumer,	he	will	be	able	to	constitute	a	defense.	

In	relation	to	the	other	defenses	of	the	producer	it	is	worth	noting	that	in	general	

the	development	risk	defense	and	the	regulatory	defense	are	very	rarely	applied	in	

Polish	 law.	 As	 a	 matter	 of	 fact,	 unlike	 in	 the	 EU	 Product	 liability	 Directive,	 the	

development	 risk	defense	 is	omitted	 from	Polish	 law	and	 the	defense	 can	only	be	

invoked	if	it	can	be	proved	that	at	the	time	the	product	was	manufactured	it	had	been	

impossible	 to	 foresee	 the	 harmful	 effects.	 Likewise,	 the	 defendant	 cannot	 be	

exempted	 from	 liability	 solely	 by	 following	 regulatory	 standards,	 but	 can	 be	

exonerated	only	if	he	is	able	to	prove	that	the	particular	mandatory	standards	at	the	

time	of	production	were	directly	related	to	the	manner	in	which	he	manufactured	the	

product	in	question.		

Regarding	the	time	limits	for	a	claim	in	tort,	one	can	state	certainly	that	Polish	

law	 and	 legal	 practice	 is	 rather	 generous	 to	 the	 injured	 parties.	 There	 is	 a	 legal	

provision	for	instance	that	claims	that	the	injured	party	should	file	a	claim	not	earlier	

than	three	years	after	he	had	become	aware	of	the	damage	and	the	person	that	caused	

it.	This	is	outlined	in	Article	442	from	the	Civil	Code	and	interestingly	enough	implies	

that	there	is	no	time	limit	in	pursuing	a	claim	in	tort.	Hence	it	is	unclear	under	Polish	

law	 what	 should	 be	 the	 precise	 time	 limit	 for	 bringing	 a	 claim	 in	 tort,	 such	 as	
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stipulated	in	the	EU	Product	Liability	Directive	and	in	Article	118	from	the	Civil	Code	

that	also	prescribes	a	maximum	period	of	10	years	for	bringing	a	claim.		

In	the	case	of	a	claim	under	contract	 law	the	 limitation	periods	can	also	vary	

depending	on	the	particular	case.	Although	there	are	certain	provisions	in	the	Civil	

Code	that	provide	for	extension,	or	withdrawal	of	the	limitation	and	warranty	period	

the	 general	 rule	 is	 2-5	 years	 as	 stipulated	 in	 Article	 568:	 “The	 seller	 shall	 be	

responsible	for	the	warranty	if	the	physical	defect	is	detected	within	two	years,	and	

when	it	comes	to	defects	in	the	property,	before	the	end	of	five	years	from	the	date	of	

issue	of	the	goods	to	the	purchaser.	If	the	buyer	is	a	consumer	and	the	subject	of	sale	

is	used	for	mobile,	the	seller's	liability	may	be	reduced,	not	less	than	a	year	from	the	

date	of	issue	of	the	items	to	the	buyer.”	229	

VIII.4.3.	Criminal	Liability	

Although	 criminal	 liability	 is	 seldom	 applied	 in	 the	 cases	 of	 marketing	 a	

defective	medicinal	product,	yet	there	are	some	situations	that	can	leads	toward	it.	

For	example,	where	the	hazardous	product	was	a	direct	cause	of	grievous	bodily	harm	

to	a	person	or	has	led	to	fatalities.	The	relevant	legal	instrument	would	thus	be	the	

Polish	Penal	Code	in	particular,	Article	160.	230	Nonetheless	as	stated	above,	there	are	

certain	 financial	 penalties	 imposed	 to	 manufacturers	 for	 failing	 to	 fulfill	 their	

obligation	in	informing	or	withdrawing	a	potentially	dangerous/hazardous	product	

in	the	market.	There	is	a	supervisory	body	that	holds	a	register	for	all	 information	

related	to	product	safety	and	according	to	the	Polish	Product	Safety	Act	is	obliged	to	

act	when	 there	are	 safety	 concerns	or	 inadequate	 information	 regarding	a	 certain	

product.	 Additionally	 for	 pharmaceutical	 products,	 there	 are	 numerous	 other	

penalties	both	criminal	and	financial	which	are	stipulated	in	the	Pharmaceutical	Act,	

 
229	Act	of	23	April	1964	Civil	Code,	Article	568,	unofficial	translation	to	English	Language	derived	
from:	https://www.global-regulation.com/translation/poland/10092092/act-of-23-april-1964-civil-
code.html#	
230	Act	,	of	6	June	1997	,	The	Penal	Code,	Source:	

https://www.legislationline.org/download/id/7354/file/Poland_CC_1997_en.pdf	
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that	 relate	 to	 producers,	 distributors,	 marketing	 agents	 and	 other	 actors	 in	 the	

pharmaceutical	field.		

VIII.4.4.	Concluding	remarks	

Although	in	Poland	the	EU	Product	Liability	Directive	had	been	adopted	since	

year	2000,	its	national	law	still	is	not	fully	synchronized	with	the	Directive.	Thus	for	

instance	 there	 are	 differences	 in	 applying	 the	 development	 risk	 defense	 existent	

under	Article	7	e	from	the	Directive,	and	the	Polish	Civil	Code	that	only	accepts	such	

a	defense	is	the	damage	had	been	unforeseeable.	Also	in	practice	according	to	case	

law	 very	 often	 the	 presumption	 of	 a	 causal	 connection	 between	 the	 damage	 and	

defect	are	inferred	by	simply	breaching	the	professional	duty	of	the	defendant	and	

evidence	 of	 materialization	 of	 the	 damage.	 Nonetheless	 regarding	 the	 limitation	

periods	for	bringing	a	claim	under	Polish	law,	one	can	state	that	there	is	a	difference	

in	that	in	the	EU	Directive	the	limitation	periods	are	definite,	i.e.	extinguishing	whilst	

in	Polish	law	they	are	limiting.	

Also	in	practice	there	seems	to	be	a	tendency	for	the	courts	to	shift	the	burden	

onto	 the	 defendant	 if	 the	 plaintiff	 successfully	 demonstrates	 the	 injury	 and	 the	

product’s	 defect.	 This	 is	 especially	 so	 in	 the	 tort	 claims	 where	 proof	 of	 fault	 is	

required.		

When	choosing	for	which	route	the	plaintiff	should	opt	there	are	certain	benefits	

and	shortcomings	of	each	route.	For	example,	the	strict	product	liability	route	might	

benefit	the	victim	in	that	there	are	strict	rules	transposed	from	the	directive,	and	he	

does	not	have	to	prove	 fault	on	the	part	of	 the	defendant	 like	 in	 the	tort	claim	for	

instance.	 On	 the	 other	 hand,	 the	 time	 limit	 in	 the	 strict	 liability	 route	 is	 definite	

according	to	Article	449(8)	from	the	Civil	Code,	i.e.	3	years	from	when	the	damage	

occurred	or	maximum	10	years	from	the	moment	the	hazardous	product	had	been	

put	into	circulation.	

On	 the	other	hand,	although	 the	claim	under	 tort	 law	would	require	proof	of	

fault	of	the	defendant,	yet	it	has	numerous	benefits.	Firstly,	it	has	a	wide	spectrum	of	

people	to	whom	liability	could	apply	not	limiting	the	plaintiff	only	to	the	producer.	He	

might	 thus	 include	 the	 distributer,	 pharmacists,	 employee	 in	 the	 pharmaceutical	
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company,	medical	practitioner,	etc.	Secondly	do	to	practice	and	in	particular	Article	6	

from	the	Civil	Code	the	burden	of	proof	although	principally	being	the	plaintiff’s	duty	

once	fault	is	established,	it	shifts	onto	the	defendant	to	prove	that	he	hadn’t	been	at	

fault.	More	 often	 than	 not	 the	 Courts	 establish	 fault	 by	 looking	 into	 the	 facts	 and	

circumstances	of	the	case	meaning	it	can	be	applied	with	the	two-step	test	mentioned	

above:	 that	 there	 had	 been	 a	 normal	 relationship	 between	 the	 type	 damage	 and	

defect,	and	secondly	that	due	to	the	factual	situation	damage	had	been	suffered	by	the	

plaintiff.		

Nonetheless	if	the	victim	had	become	aware	many	years	later	about	the	harmful	

effects	of	the	medicinal	product,	this	route	is	especially	favorable	for	him	since	there	

is	a	wider	time	limit.	As	mentioned	above	there	is	a	wider	time	limit	for	claims	in	tort	

law	in	Poland	and	therefore	many	claimants	opt	for	this	route.	

The	claims	in	contract	occur	less	frequently	due	to	the	obligation	to	demonstrate	

a	 contractual	 relationship	 between	 the	 plaintiff	 and	 defendant,	 and	 sometimes	 in	

practice	the	manufacturer	and	licensing	company	are	not	the	same	entity,	or	there	is	

a	case	of	EU	importer	from	another	country,	or	the	damage	is	due	to	the	fault	of	an	

intermediary.	Also	the	time	limit	of	 this	type	of	claim	is	usually	2	years	due	to	the	

principle	of	warranty,	and	a	maximum	of	5	years	which	is	much	less	than	in	the	other	

two	liability	systems.	

	

VIII.5.	Nordic	Law	

	

Last	but	certainly	not	least	in	the	comparison	of	medicinal	product	regulatory	

systems	comes	the	Law	of	the	Nordic	countries.	The	term	Scandinavian	law	is	also	

used	to	refer	to	the	laws	of	the	five	Nordic	Countries	i.e.	Sweden,	Norway,	Finland,	

Iceland	and	Denmark.	From	a	comparative	 legal	perspective	 these	countries	differ	

from	the	other	civil	countries	in	that	Roman	law	is	not	applied	in	their	civil	codes.	

Also,	 their	 legal	 traditions	 are	 very	 distinct	 from	 others	 worldwide	 and	 one	 can	

certainly	state	that	when	it	comes	to	medicinal	product	regulation	their	practice	is	

exemplary.	Hence	in	this	segment	of	the	thesis	some	of	the	basic	principles	of	Nordic	

Law	 in	 this	 area	 will	 be	 presented	 with	 a	 specific	 accent	 on	 the	 concept	 of	
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pharmaceutical	injury	insurance	as	a	substitute	to	the	traditional	legal	system	of	strict	

liability	or	tortious	and	contractual	liability	outlined	above.	As	their	legal	and	cultural	

backgrounds	are	very	much	alike	and	thus	their	systems	of	pharmaceutical	regulation	

are	very	similar,	they	will	be	presented	from	the	examples	of	Sweden	and	Norway	for	

illustration.	Nonetheless	it	is	interesting	to	note	that	Sweden	and	Norway	are	among	

the	 first	 countries	 to	 introduce	 pharmaceutical	 regulation	 for	 the	 purposes	 of	

providing	safe	and	effective	medicines	in	the	years	1920	and	1930.231	

The	compensation	schemes	for	medicinal	product	and	also	medical	liability	in	

the	Nordic	countries	are	based	on	the	concept	of	no	fault	similarly	as	in	the	case	with	

the	 strict	 liability	 in	 EU	 countries.	 However,	 through	 this	 sort	 of	 insurance-based	

system	there	is	an	out	of	court	settlement	available	for	injured	parties	which	relieves	

the	injured	party	from	the	hurdle	of	undergoing	lengthy	court	proceedings	whether	

be	it	in	tort	/contract	or	a	product	liability	claim.	The	system	is	organized	in	a	manner	

which	obliges	the	pharmaceutical	companies	to	purchase	insurance	for	placing	their	

products,	 and	 overall,	 on	 a	 social	 level	 this	 operative	 system	 bears	 minimal	

administrative	costs,	which	are	all	in	favor	of	consumers.	It	is	also	an	advantage	to	

society	 at	 large	 that	 the	 court	 system	 is	 not	 unnecessarily	 burdened	with	 a	 large	

number	of	similar	claims	and	at	the	same	time	patients	and	consumers	enjoy	equal	

treatment	and	are	offered	just	compensation	for	their	injuries.		

For	instance,	the	compensation	scheme	in	Sweden	was	established	in	January	

1988	 and	 is	 based	 on	 the	 principle	 that	 every	 pharmaceutical	 producer	 ought	 to	

compensate	the	victims	that	suffered	injuries	as	a	result	of	consuming	their	products.	

For	the	patient	to	establish	a	case	he	must	demonstrate	that	the	particular	product	

caused	 the	 damage.	 Hence	 the	 criteria	 for	 compensation	 are	 causation	 and	

reasonableness	instead	of	proving	defectiveness	of	the	product	or	actual	fault	of	the	

producer.	For	assessing	this	in	the	expert	committee	a	statistical	connection	is	used	

together	 with	 assessing	 on	 whether	 it	 is	 probable	 that	 the	 medicine	 caused	 the	

 
231	Abbott,	F.	M.,	&	Dukes,	G.	(2009).	Global	Pharmaceutical	Policy:	Ensuring	Medicines	for	Tomorrow’s	

World.	Edward	Elgar	Publishing.	
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damage	 to	 the	 injured	 party.	 Most	 of	 the	 essential	 damages	 to	 consumers	 are	

compensated	 by	 the	 social	 security	 scheme	 where	 as	 additional	 injuries	 are	

compensated	by	the	pharmaceutical	scheme.	Needless	to	state	that	under	this	system	

there	is	a	great	level	of	cooperation	trust	and	synchronization	among	the	actors	such	

as	government,	pharmaceutical	industry,	insurance	companies	as	well	as	the	public.	

Similarly	to	this	example	a	few	years	earlier	namely	in	year	1984	a	pharmaceutical	

insurance	scheme	was	introduced	in	Finland	albeit	functioning	on	a	voluntary	basis.	

It	 is	not	 identical	 to	the	Swedish	example	 in	that	 it	does	not	serves	a	substitute	to	

filing	a	claim	in	the	courts	but	allows	the	consumers	that	have	insurance	policies	to	

file	claims	to	a	board	composed	of	members	of	society,	manufacturers	and	importers.	

Whilst	establishing	proof	of	damage	and	causation	is	not	that	easy	as	in	the	case	with	

the	Swedish	system	the	monetary	compensation	is	much	higher	for	injured	parties	

that	 have	 a	 successful	 case.	 Analogous	 to	 this	 system	 there	 is	 a	 pharmaceutical	

insurance	system	in	place	in	Norway	as	well	whose	particularities	set	out	in	the	laws	

related	to	product	liability.	

Despite	their	differences	in	application	of	the	pharmaceutical	insurance	concept	

,	one	thing	is	clear:	that	this	model	of	compensating	consumers	and	injured	parties	is	

favorable	 since	 it	 overcomes	 the	 burdens	 of	 pursuing	 litigation,	 and	 assessing	

remedies,	hence	reducing	costs,	and	the	unpredictability	of	lengthy	court	proceedings	

in	 general.	 This	 is	 an	 example	 of	 how	 a	 welfare	 society	 can	 combine	 benefits	 of	

adopting	 the	 EU	 Product	 Liability	 Law	 alongside	 having	 national	 compensation	

schemes	 that	 lead	 to	 increased	efficiency,	 efficacy	and	overall	protection	of	public	

interest	and	thus	public	health.		

VIII.5.1.	Swedish	law	

The	prime	objective	of	the	Swedish	system	is	protection	of	public	health	when	

it	comes	do	medicinal	product	regulation	and	liability.	Also	Sweden	has	adopted	the	

relevant	EU	laws	for	medicinal	product	regulation	and	product	liability	among	which	

EU	Product	Liability	Directive	and	the	Directive	on	regulating	medicinal	products	for	
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human	 usage	 2001/83/EC 232 	and	 EC	 Regulation	 726/2004 233 	Thus	 the	 national	

legislation	regarding	medicinal	products	is	mostly	based	on	the	Medicinal	Products	

Act234	,	the	Decree	on	Medicinal	Products235,	the	Regulation	LVFS	that	relates	to	the	

legal	requirements	on	labeling	and	packaging	of	medicines236,	and	other	Regulations	

set	by	the	MPA	the	Pharmaceutical	Benefits	Act	237	

Nonetheless	 the	Medicinal	Products	Agency238	which	 is	 the	national	body	 for	

regulation	 of	 medicines	 set	 by	 the	 Ministry	 of	 Health,	 has	 the	 crucial	 role	 in	

registering	medicines,	conducting	surveillance	on	the	manufacturing,	development,	

marketing	 and	 pharmacovigilance	 inspections	 of	 medicinal	 products.	 It’s	 most	

important	duty	is	sustaining	public	health	and	thus	ensuring	access	to	safe	medicines	

to	patients	and	medical	practitioners.	Similarly	the	other	regulatory	Agency	-	Dental	

and	Pharmaceutical	Benefits	Agency	(DPBA)239	operates	within	its	frame.	Internally	

within	the	Swedish	system	there	is	a	division	of	powers	and	responsibilities	among	

the	state	that	has	the	obligation	in	ensuring	public	health	and	creating	policies	and	

the	 regional	 authorities	 that	 are	 obligated	 to	 take	 care	 of	 the	 provision	 of	 health	

 
232	Directive	2001/83/EC	of	the	European	Parliament	and	of	the	Council	of	6	November	2001	on	the	
Community	code	relating	to	medicinal	products	for	human	use.	(2001).	Official	Journal	of	the	
European	Union,	L	315/57	
	
233	Regulation	(EC)	No.	726/2004	of	the	European	Parliament	and	of	the	Council	laying	down	
Community	procedures	for	the	authorisation	and	supervision	of	medicinal	products	for	human	and	
veterinary	use	and	establishing	a	European	Medicines	Agency.	(2004).	Official	Journal	of	the	
European	Union,	L	136	
	
234	Ministry	of	Social	Affairs.	(2015).	The	Medicinal	Products	Act	(SFS	2015:315),	Läkemedelslag	
(2015:315).	
	
235	Ministry	of	Social	Affairs.	(2015).	The	Decree	on	Medicinal	Prodcuts	(SFS	2015:458),	
Läkemedelsförordning	(2015:458).	
	
236	Medicinal	Products	Agency.	(2005).	Regulation	LVFS	(2005:11)	on	labeling	
and	package	leaflets	for	medicines,	Läkemedelsverkets	föreskrifter	(LVFS	2005:11)	om	märkning	och	
bipacksedlar	för	läkemedel.	
	
237	Ministry	of	Social	Affairs.	(2002).	The	Pharmaceutical	Benefits	Act	(SFS	2002:160),	Lag	(2002:160)	
om	läkemedelsförmåner	m.m	
	
238	Medical	Products	Agency	(Läkemedelsverket,	LV).	Regeringskansliet.	
https://www.government.se/government-agencies/medical-products-agency-lakemedelsverket-lv/		
	
239			Dental	and	Pharmaceutical	Benefits	Agency(Tandvårds-och	läkemedelsförmånsverket).(DPBA).	
https://www.tlv.se/in-english.html	
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services.	Nonetheless	when	it	comes	to	the	sale	of	pharmaceuticals	which	is	covered	

by	the	Apothecaries	mostly,	the	whole	process	is	being	monitored	and	approved	by	

the	Medical	Products	Agency.		

Interestingly	 a	 pharmaceutical	 company	 has	 the	 option	 to	 make	 its	 own	

application	 to	 the	 National	 Authorities	 for	 the	 inclusion	 of	 its	 product	within	 the	

national	benefits	plan	as	stipulated	within	the	Pharmaceutical	Benefits	Act.	This	is	a	

very	important	milestone	when	it	comes	to	not	only	commercial	freedom,	but	mostly	

offering	safe	and	effective	medicines	to	the	public	at	large	and	especially	the	ones	who	

are	most	in	need	of	medicines	and	cannot	afford	them.	There	are	precise	rules	as	to	

how	 this	 system	works	 the	 general	 guidelines	 are	 that	 there	 is	 a	 reimbursement	

system	in	place	implying	that	during	a	year	period	the	price	of	the	drug	is	gradually	

lowered	 and	 there	 is	 a	 statutory	maximum	 amount	 a	 patient	 can	 pay	 which	 is	 a	

reasonable	 sum.	The	medicines	 for	 children	are	 free	of	 charge	within	 the	national	

benefits	scheme.			

One	of	 the	key	 legal	documents	 relating	 to	product	 liability	 in	 Sweden	 is	 the	

Product	Liability	Act.	240	The	relevant	authorities	for	enforcing	this	law	when	it	comes	

to	medicinal	 product	 liability	 are	 the	 Consumer	Agency	 and	 the	Medical	 products	

Agency	which	conducts	surveillance	 in	the	production,	sale	and	potential	damages	

caused	by	pharmaceuticals.	Other	 important	Regulations	by	 the	MPA	are	 the	ones	

related	 to	 the	 safety	 of	 pharmaceuticals	 including	 the	 Regulation	 on	

Pharmacovigilance	of	Medicinal	products241	and	the	Regulation	on	the	changes	in	the	

MPA’s	Regulations242	According	to	these	laws	it	is	obligatory	for	producers	to	have	

safety	surveillance	programs	and	appoint	a	single	expert	that	is	obliged	to	conduct	

monitoring	of	the	medicinal	product,	he	ought	to	contact	the	MPA	for	any	suspected	

adverse	effects	of	drugs	and	their	revocation,	as	well	as	report	all	suspected	and	more	

 
240	Ministry	of	Justice.	(1992).	The	Product	Liability	Act	(SFS	1992:18),	Produktansvarslag	(1992:18)	
	
241		Medicinal	Products	Agency.	(2012).	Regulation	on	Pharmacovigilance	of	Medicinal	products	(LVFS	
2012:14)	
	
242			Medicinal	Products	Agency.	(2016).	Regulation	on	the	changes	in	the	MPA’s	Regulations	(HSLF-FS	
2016:50)	
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serious	adverse	effects	 to	 the	Edura	Vigilance	website	and	 the	European	Medicine	

Agency.		

When	it	comes	to	bringing	the	product	liability	claim	for	damage	suffered	by	a	

defective	product	the	claimant	has	two	options,	i.e.	bringing	a	claim	under	the	Product	

Liability	Act	or	bringing	a	claim	in	tort	law	under	the	Tort	Act	(SFS	1972:207)243	

In	order	to	prove	liability	under	the	product	liability	route	the	plaintiff	has	to	

demonstrate	that	the	particular	medicinal	product	has	caused	damage	or	 injury	to	

him,	as	well	as	the	prove	the	causal	connection	between	the	defective	product	and	his	

injury.	 The	 crucial	 element	 in	 the	 product	 liability	 claim	 is	 the	 so	 called	 ‘safety	

deficiency’	 in	 the	 product	 under	 the	 Swedish	 Product	 Liability	 Act.	 As	 in	 other	

European	countries	under	the	product	 liability	route	the	plaintiff	does	not	need	to	

prove	fault	on	the	part	of	the	defendant.	On	the	other	hand	when	placing	a	claim	in	

tort	in	accordance	with	the	Tort	Act	the	plaintiff	ought	to	prove	the	damage	suffered,	

the	 defectiveness	 of	 the	 product,	 the	 causation,	 and	 negligence	 on	 the	 part	 of	 the	

defendant.		

However	it	is	important	to	note	that	unlike	most	EU	Countries	a	judicial	solution	

is	note	the	only	and	certainly	not	the	primary	solution	for	medicinal	product	liability	

in	Sweden.	Most	often	the	manufacturers	are	taking	part	in	the	voluntary	insurance	

related	 to	 compensation	of	victims	 for	medicinal	 injury	known	under	 the	name	of	

Pharmaceutical	 Insurance	 Association	 (LFF).	 This	 system	 offers	 timely	 and	 just	

solution	to	consumers	and	patients.	In	practice	this	is	used	most	commonly	for	rare	

and	sudden	side	effects	caused	by	a	medicinal	product.	Also	 for	a	successful	claim	

under	the	insurance	route	it	is	important	that	the	damage	is	severe,	and	there	is	no	

contributory	negligence	on	the	part	of	the	claimant	such	as	in	the	case	of	improper	

usage.		

Regarding	the	issue	of	who	bears	the	liability	for	the	defective	medicinal	product	

similarly	as	in	other	EU	countries	in	tis	the	producer/	manufacturer,	importer,	or	the	

person	who	 licenses	 the	product	or	 sells	 it	 in	his	own	name.	Additionally	medical	

liability	also	can	be	a	result	of	deficient	prescription	or	administration	of	medicine	by	

 
243	Ministry	of	Justice.	(1972).	Tort	Act	(SFS	1972:207),	Skadeståndslag	(1972:207)	
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the	responsible	pharmacist,	doctor	or	health	professional,	in	which	case	their	liability	

is	based	upon	the	rules	of	the	Patient	Safety	Act.	244	

Similarly	 as	 in	 the	 case	 of	 the	pharmaceutical	 insurance	 covered	by	 the	 LFF,	

patients	too	have	the	possibility	of	recourse	according	to	the	Patient	Injury	Act	and	

their	 patient	 insurance	 ,	 as	 the	 basis	 for	 establishing	 tortious	 liability	 are	 more	

difficult	especially	taking	into	account	the	concept	of	contributory	negligence.		

Potential	defenses	for	medicinal	product	liability	are:	if	the	manufacturer	hadn’t	

put	 the	 medicinal	 product	 into	 circulation,	 the	 defect	 was	 not	 present	 when	 the	

product	was	placed	on	the	market,	the	damage	is	not	in	direct	connection	with	the	

usage	of	the	pharmaceutical,	the	defect	was	due	to	compliance	with	regulations,	the	

scientific	 knowledge	 at	 the	 time	 the	 product	 had	 been	 produced	made	 the	 defect	

undiscoverable.	As	 to	 the	defendant	 in	a	claim	 in	 tort	 the	possible	defenses	would	

include	 lack	 of	 causation	 link	 between	 the	 damage	 suffered	 and	 the	 usage	 of	 the	

medicinal	product	and	lack	of	negligence	on	the	part	of	the	defendant.		

The	 limitation	 period	 in	 a	 strict	 liability	 claim	 is	 three	 years	 from	when	 the	

injury	was	discovered,	extending	to	a	maximum	of	10	years	from	the	date	the	product	

had	been	placed	on	the	market.	In	a	claim	in	tort	the	limitation	period	is	10	years	from	

the	moment	the	injury	occurred.	Finally,	the	claim	under	the	LFF	insurance	route	is	

also	 10	 years,	 running	 from	 the	 date	 the	 claimant	 finalized	with	 the	 usage	 of	 the	

pharmaceutical.		

Interestingly	enough	unlike	many	EU	jurisdictions	there	is	no	maximum	amount	

of	 damages	 payable	 to	 the	 plaintiff,	 but	 court	 practice	 indicates	 that	 they	 are	

somewhat	lower	than	other	countries	in	the	region.	Compensation	is	payable	most	

commonly	for	pain	and	suffering	to	the	plaintiff,	economic	loss,	and	other	reasons	that	

caused	disadvantage	to	the	claimant.		

 
244	Ministry	of	Social	Affairs.	(2010).	Patient	Safety	Act	(SFS	2010:659);	Patientsäkerhetslag	
(2010:659)	
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Conclusively	when	it	comes	to	pharmaceutical	regulation	there	are	certain	legal	

updates	to	the	medicine’s	health	code,	the	so	called	‘National	Medication	List	Act’,	as	

part	of	the	government	reform	strategy	for	the	health	regulation.	245	

VIII.5.1.1.	Tortious	liability	
	

When	it	comes	to	compensating	victims	there	are	generally	two	routes	they	can	

opt	 for,	 the	 tortious	 liability	 in	 a	 judicial	 claim	 or	 seek	 compensation	 via	 the	

pharmaceutical	 insurance	route.	The	plaintiff	can	freely	choose	among	both	and	in	

particular	according	to	Swedish	law	the	pharmaceutical	insurance	scheme	does	not	

preclude	the	plaintiff	from	seeking	compensation	under	the	tortious	liability	scheme.	

	According	 to	 the	Swedish	 tort	 law	a	successful	claim	should	 involve	proof	of	

negligence	or	culpability	by	the	defendant.	 In	particular	under	Art	2	from	the	Tort	

damages	Act	the	plaintiff	should	prove	that	there	has	been	a	certain	negligent	act	or	

omission	on	the	part	of	the	defendant.	Also	the	element	of	fault	exist	in	the	tortious	

liability	 claim	 unlike	 the	 pharmaceutical	 insurance	 compensation	 scheme	 for	

medicinal	product	liability,	which	does	not	require	proof	of	fault,	i.e.	operates	on	a	no	

fault	basis.	Thus	a	plaintiff	has	to	demonstrate	that	the	injury	or	damage	suffered	was	

a	direct	consequence	of	the	negligent	act	by	the	defendant.	Further	to	this	it	is	up	to	

the	 defendant	 to	 demonstrate	 that	 there	 was	 no	 causal	 link	 or	 contributory	

negligence.	The	test	that	the	courts	in	Sweden	use	for	this	kind	of	claim	is	the	‘balance	

of	probabilities	test’	which	implies	that	the	court	will	assess	whether	on	the	balance	

of	probabilities	it	had	been	probable	that	the	damage	is	a	direct	result	of	the	tortious	

act	of	the	defendant	or	there	had	been	other	mitigating	factors	for	example	liability	

by	other	intermediaries	such	as	doctors	pharmacists,	or	even	damage	was	a	direct	

cause	by	particular	genetic	conditions	of	the	patient.	

Hence	in	a	medicinal	product	liability	brought	under	tort	law	in	Sweden	will	be	

assessed	by	the	court	with	a	thorough	analysis	of	all	factors.	This	would	mean	that	

they	do	not	presume	 liability	on	 the	part	of	 the	defendant	on	 the	basis	of	damage	

 
245	Prime	Minister’s	Office.	(2021).	Sweden’s	National	Reform	Programme	2021:	Report	on	the	national	
implementation	of	the	European	Semester.	Government	Offices	of	Sweden.	
https://www.government.se/reports/2021/05/swedens-national-reform-programme-2021/	
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caused	more	easily	as	I	some	cases	in	French	or	Spanish	law	for	example.	Therefore	

for	 instance	 there	 had	 been	 different	 rulings	 in	 particular	 cases	 brought	 in	 the	

Swedish	courts	resulting	from	medicinal	product	liability	from	the	usage	of	certain	

contraceptives	that	resulted	in	thrombosis	 in	the	female	patients.	Consequently,	 in	

these	cases	the	court	was	likely	to	consider	all	factors	as	‘multiple	causality’	and	was	

unlikely	 to	 offer	 compensation	 since	 there	 is	 a	 probability	 that	 the	 patient	 used	

contraceptives	from	different	manufacturers	and	in	this	case	the	court	could	not	have	

held	all	of	them	liable	in	a	single	claim	in	tort.	Also	in	practice	there	are	numerous	

other	conditions	such	as	external	 factors,	the	patient’s	particular	health	conditions	

which	play	a	role	in	determining	liability	and	exact	cause	of	damage.	Also	there	is	the	

liability	of	 intermediaries	 that	constitutes	reasonable	and	 foreseeable	medical	risk	

and	 additionally	 the	 development	 risk	 defense	 that	 pharmaceutical	 companies	

undertake	 and	 exists	 as	 such	 in	 Swedish	 law	 just	 like	 in	 the	 EU	 Product	 liability	

Directive	in	Article	7	e.	Sweden	has	not	chosen	to	derogate	from	the	development	risk	

defense	and	it	is	still	a	credible	argument	for	producers	in	a	product	liability	claim.	

From	all	of	the	above	it	can	be	concluded	that	a	plaintiff	ought	to	offer	proof	of	many	

elements	and	compensation	is	not	automatic	or	easy	for	the	patient/consumer.	This	

is	 the	 reason	 why	most	 claims	 in	 Sweden	 are	 brought	 under	 the	 Pharmaceutical	

Insurance	scheme.	

Finally	the	limitation	period	for	a	claim	in	tort	under	the	Swedish	Limitations	

Act246	

is	 10	 years	 from	 the	 moment	 the	 cause	 of	 action	 occurred,	 i.e.	 the	 plaintiff	

suffered	the	injurious	act,	and	this	is	an	absolute	time	limit.	Therefore,	the	limitation	

period	is	extended	for	claims	under	the	insurance	scheme,	having	into	consideration	

the	 fact	 that	 sometimes	when	medicines	 are	 involved	 the	 side	 effects	 can	become	

discoverable	after	many	years	of	consumption.	

VIII.5.1.2.	Pharmaceutical	Insurance	scheme	
	

 
246	Ministry	of	Justice.	(1981).	Limitation	Act	SFS	(1981:130);	Preskriptionslag	(1981:130)	
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As	aforementioned	one	of	the	trademarks	of	the	pharmaceutical	liability	system	

of	 the	 Nordic	 countries,	 including	 Sweden	 is	 the	 pharmaceutical	 insurance	

compensation	scheme.	This	 is	 a	more	convenient	option	 for	 injured	parties	as	 the	

tortious	 liability	 requires	 proof	 of	 a	 causal	 connection	 negligence	 and	 culpability,	

elements	 that	 are	 not	 included	 in	 the	 pharmaceutical	 insurance	 compensation	

scheme.	However,	under	the	rules	of	pharmaceutical	insurance	in	Sweden	the	injured	

person	 has	 to	 fulfill	 certain	 criteria	 in	 proving	 evidence	 of	 the	 damage.	 The	most	

important	element	is	included	in	Section	3	from	the	Insurance	Rules	and	that	is	that	

the	 injured	 party	 ought	 to	 demonstrate	 that	 there	 had	 been	 a	 ‘preponderant	

probability’	that	the	particular	medicine	had	caused	the	damage.	This	rule	dates	back	

to	 the	 practice	 of	 handling	 product	 liability	 claims	 under	 the	 Product	 Liability	

Committee	 in	 1976	 where	 the	 Committee	 used	 the	 notion	 of	 preponderant	

probability	in	order	to	establish	proof	of	evidence	according	to	which	both	parties	the	

producer	 and	 injured	 party	 agreed	 upon	 the	 facts.	 Under	 the	 current	 rules	 the	

pharmaceutical	claims	are	decided	by	the	Drug	injury	Committee.	In	cases	where	for	

example	 the	 injury	happened	as	 a	 result	 of	usage	of	 the	medicine	alongside	other	

factors	 the	Committee	decides	upon	 the	principle	of	preponderant	probability	 the	

injury	was	mainly	a	result	of	the	defendant.	A	common	case	as	aforementioned	are	

claims	for	side	effects	of	usage	of	contraceptive	pills	by	female	patients.	In	terms	of	

comparing	the	Committee’s	criteria	in	determining	liability	with	the	preponderance	

probability	standards	these	would	serve	as	an	excellent	example.		

In	the	first	case	247there	had	been	a	female	patient	which	developed	side	effects	

after	usage	of	contraceptives	for	seven	months	but	was	unaware	of	the	connection.	

She	has	symptoms	such	as	chest	pain,	chronic	fatigue	and	tiredness	and	her	doctors	

treated	her	as	a	patient	with	pneumonia.	It	is	also	important	to	note	that	the	linkage	

between	contraceptive	usage	and	 tromboembolia	was	not	so	common	at	 the	 time.	

Sadly,	 the	 patient	 dies	 from	 these	 complications	 and	 the	 autopsy	 confirmed	 that	

tromboemboly	was	the	reason	for	this.	The	Committee	on	drug	injuries	decided	that	

 
247	Drug	Injury	Comitee	case	Dnr	1979/02	(1979)	
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based	on	 the	principle	 of	 preponderant	probability	 the	 fatality	was	 caused	by	 the	

contraceptive	usage.		

In	 a	 similar	 case 248 	of	 oral	 contraceptives	 a	 claimant	 brought	 a	 claim	 for	

thrombosis	caused	by	usage	of	the	pills.	Additionally,	she	had	fallen	during	skiing	and	

has	injuries	and	discoloration	of	the	leg,	which	according	to	the	insurer	had	not	been	

due	to	the	consumption	of	the	contraceptive	pills	but	was	directly	connected	to	the	

fall.	Despite	this	the	Committee	on	drug	injury	decided	that	the	thrombosis	was	upon	

the	 principle	 on	 preponderant	 probability	 caused	 by	 the	 use	 of	 the	 pills	 and	

compensated	the	victim.	

In	contrast	to	this	in	a	case	of	a	patient249	who	claimed	that	impaired	vision	and	

cataract	resulted	from	pain	injections	in	his	leg	and	back	by	the	‘medicine	cortisone’	

had	been	refused	damages	by	the	Drug	Injury	Committee.	The	basis	for	the	decision	

had	been	that	according	to	medical	practice	the	vision	problems	cease	to	exist	after	

the	therapy	is	revoked	whereas	in	the	current	case	they	persisted.		

Hence	the	Committee	takes	 into	account	the	preceding	medical	history	of	the	

patient,	his	age	and	other	contributing	factors	to	the	injury.	Also	in	the	Drug	Injury	

Committee	does	not	compensate	patients	that	have	claimed	injury	as	a	result	of	the	

medicinal	 products	 inefficacy,	 reduced	 efficacy	 and	 other	 damage	 caused	 by	 the	

inappropriate	consumption	or	behavior	of	the	patient.	In	practice	minor	injuries	such	

as	headaches,	dizziness	nausea	or	other	similar	mild	consequences	to	human	health	

are	not	recoverable.	The	Swedish	insurance	model	also	excludes	mental	injuries	from	

its	compensation	scheme.	

Another	 important	 test	 that	 the	 Committee	 uses	 when	 assessing	 medicinal	

product	liability	under	the	pharmaceutical	insurance	route	is	the	reasonableness	test.	

This	 test	 is	 common	 for	 all	 Nordic	 countries.	 This	 test	 evaluates	 the	 level	 of	

reasonableness	of	the	event	the	patient	accepts	the	damage	caused	without	the	need	

to	seek	compensation.	Primarily	the	connection	between	the	pharmaceutical	and	the	

injury	is	determined	and	then	the	reasonableness	test	 is	considered	by	taking	into	

account	the	severity	of	the	injury	the	patients	overall	health,	his	underlying	medical	

 
248	Drug	Injury	Comitee	case	Dnr	1980/01	(1980)	
249	Drug	Injury	Comitee	case	Dnr	1984/01	(1984)	
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conditions,	the	foreseeability	of	the	medicines	side	effects	predicted	by	the	doctor,	his	

informed	consent	etc.	Finally,	if	the	Committee	reaches	a	decision	that	it	is	reasonable	

for	the	patient	to	have	expected	to	experience	the	side	effects	he	ought	not	to	receive	

any	 compensation.	 However	 on	 the	 other	 hand	 if	 it	 is	 assessed	 that	 the	

reasonableness	test	is	not	satisfied	that	the	side	effects	were	for	example	grievous,	

unexpected	 and	 in	 direct	 effect	 with	 the	 producers	 liability	 he	 will	 receive	

compensation.	In	practice	serious	side	effects	for	relatively	minor	medical	conditions	

most	commonly	result	in	compensation.	On	the	other	hand	in	the	event	there	were	

severe	 side	 effects	 but	 the	 patient	 was	 already	 being	 treated	 for	 a	 serious	 life	

threatening	 disease	 and	 the	 side	 effects	 were	 somewhat	 foreseeable	 or	 expected	

there	will	be	no	compensation.	This	has	been	also	noted	in	the	statistical	data	from	

the	Swedish	Pharmaceutical	Insurance	covered	in	the	period	from	1978	until	1991	

according	 to	 which	 nearly	 a	 third	 of	 claims	 have	 been	 rejected	 due	 to	 a	 patients	

underlying	medical	condition.	The	criteria	that	the	assessing	committee	uses	are	the	

also	the	damage	caused	starting	from	up	to	3	months	of	sick	leave,	further	various	

levels	of	disability	and	ending	with	fatalities	to	the	patient.		

Also	the	physicians	and	medical	personnel’s	liability	is	considered	in	accordance	

with	 the	 Patient	 Injury	 Act	 as	 also	 the	 function	 of	 intermediaries	 in	 prescribing	

medicines	is	important.	For	assessing	pharmaceutical	liability	in	particular	the	Drug	

Act	is	relevant,	in	particular	Article	4	of	the	latter	which	stipulates	that	the	medicine	

ought	to	be	in	conformity	with	its	purpose.	That	means	that	it	has	to	be	efficient	and	

effective	 and	 does	 not	 result	 in	more	 side	 effects	 that	would	 not	 justify	 its	 initial	

purpose.	Hence	pharmaceutical	liability	arises	in	cases	of:	manufacturing	defects,	side	

effects	specific	to	a	patient	group,	development	risk	defects.	Interestingly	enough	all	

of	 these	 medicinal	 product	 defects	 are	 recoverable	 under	 the	 Swedish	

Pharmaceutical	insurance	scheme.	Nonetheless	the	Committee	still	takes	into	account	

the	inevitable	existence	of	documented	side	effects	as	reasonable	and	expected.		

The	insurance	for	medicinal	product	liability	claims	compensates	the	victims	for	

pain	and	suffering,	loss	of	income,	costs	of	medical	care,	and	other	losses	suffered	by	

victim’s	families	such	as	loss	of	support	and	funeral	costs.	Also	the	amount	of	damages	
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coincides	with	the	ones	offered	by	the	Tort	Damages	Act250	in	general.	The	period	for	

bringing	 a	 claim	 is	 usually	 3	 years	 from	 the	moment	 the	 injury	 occurred	 but	 can	

extend	 to	 a	 maximum	 of	 15	 years	 according	 to	 Section	 13	 from	 the	 Swedish	

pharmaceutical	insurance	rules.	Nonetheless	the	injured	person	is	obliged	to	inform	

the	defendant	in	the	time	frame	of	3	years	from	the	moment	he	had	become	aware	of	

the	damage	suffered	by	him.		

VIII.5.1.3.	Concluding	remarks		
	

One	 can	 state	 certainly	 that	 the	 reasonableness	 test	 and	 preponderant	

probability	tests	used	in	the	pharmaceutical	insurance	scheme	is	a	just	and	generous	

one	as	it	takes	into	account	the	patient’s	rights	and	helps	them	recover	irrespective	

of	 fault	 or	 negligence,	 but	 takes	 into	 account	 all	 underlying	 facts	 and	 is	 not	

disproportionately	 just	 to	 the	pharmaceutical	 companies	at	 the	 same	 time.	 In	 that	

context	 the	Pharmaceutical	 insurance	does	not	 compensate	 for	minor	 side	effects,	

inefficacy	of	the	medicinal	product,	or	if	the	injuries	were	contributed	by	the	patients’	

medical	history	or	underlying	condition.	Additionally	 the	Product	Liability	Act	has	

incorporated	all	of	the	necessary	notions	of	the	EU	Directive	of	Product	liability	since	

1992	 and	 exists	 since	 1992	 parallel	 to	 the	 existing	 liability	 systems	 in	 place	 as	

stipulated	 by	 the	 EC	 Directive	 in	 Article	 13.	 Hence	 the	 most	 common	 routes	 for	

recourse	 in	medicinal	 product	 liability	 claims	 in	 Sweden	exist	 on	 the	basis	 of	 tort	

claims	 and	 claims	 brought	 under	 the	 pharmaceutical	 insurance.	 More	 often	 the	

injured	patients	or	consumers	opt	for	the	latter	as	compensation	is	easier	to	prove	

and	the	likelihood	is	receiving	it	is	more	predictable	for	the	claimant.	Thus,	Sweden	

is	an	excellent	example	of	a	welfare	state	that	strives	for	increasing	public	health	but	

at	the	same	time	taking	account	of	the	rights	of	the	pharmaceutical	industry,	which	is	

also	crucial	when	considering	the	importance	of	innovation	in	this	sector.		

VIII.5.2.	Norwegian	law		

	

 
250	Ministry	of	Justice.	(1972).	Tort	Act	(SFS	1972:207),	Skadeståndslag	(1972:207)	
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As	 the	 system	 of	 medicinal	 product	 liability	 is	 very	 similar	 in	 the	 Nordic	

countries	the	example	of	Norway	will	be	states	briefly	for	comparison	in	this	section.	

Nonetheless	the	same	principles	of	the	Swedish	pharmaceutical	insurance	initiated	

and	underline	the	systems	in	Norway	and	Denmark	with	certain	differences	solely.	
251The	European	Product	Liability	directive	was	adopted	in	Norway	in	1988	through	

the	adoption	of	the	Product	Liability	Act.252	In	particular	the	pharmaceutical	liability	

is	contained	in	Section	3	of	the	Product	Liability	Act.	The	basic	traits	of	the	product	

liability	system	is	the	‘no	-	fault’	liability	regime	put	in	place	for	producers	in	cases	of	

defective	 pharmaceutical	 products	 in	 the	 country.	 According	 to	 the	 strict	 liability	

regime	and	in	particular	Section	2.1	the	manufacturer	is	held	liable	for	the	damages	

resulting	from	the	defective	products.	This	generally	includes	the	manufacturer	of	the	

raw	materials,	 the	manufacturer	of	 the	 final	product,	manufacturer	of	parts	of	 the	

pharmaceutical,	 licensing	agent	or	anyone	who	markets	or	sells	 the	product	 in	his	

own	name.	If	he	is	unidentifiable	then	the	retailer,	distributor	or	EU	importer	could	

be	held	liable.	A	medicinal	product	is	considered	defective	if	it	does	not	conform	with	

the	safety	standards	that	ought	to	be	expected.	This	 includes	considerations	of	the	

marketing	 of	 the	 product,	 usage,	 main	 characteristics,	 safety	 warnings,	 and	 the	

intended	purpose	which	it	has.		

In	 order	 to	 establish	 liability,	 the	 plaintiff	 has	 to	 prove	 the	 defect	 in	 the	

pharmaceutical,	 show	 the	 damage	 he	 suffered	 and	 also	 demonstrate	 a	 causal	 link	

between	the	two.	He	does	not	have	to	prove	 fault	or	negligence	on	the	part	of	 the	

defendant.	However,	if	the	liability	is	borne	by	an	intermediary,	for	example	a	doctor	

pharmacist,	medical	worker	etc.,	 the	plaintiff	will	not	receive	compensation	on	the	

basis	of	the	Product	Liability	Act.	This	is	stipulated	in	Article	3-3.2a,	b	of	the	Law.	In	

these	cases,	the	Patients	Injuries	Act	will	be	applicable,	and	it	is	explicitly	stated	in	its	

text	that	compensation	will	be	attributable	to	patients	that	have	not	benefited	from	

 
251	Persson,	L.,	&	Westerhäll,	L.	(1997).	Pharmaceutical	Injury	Insurance	in	the	Nordic	countries	-	an	
alternative	to	the	traditional	law	of	tort.	The	International	journal	of	risk	&	safety	in	
medicine,	10(3),p.	148.	https://doi.org/10.3233/JRS-1997-10302	
	
252	Ministry	of	Justice	and	Public	Security.	(1988).	Product	Liability	Act	(104),	Lov	om	produktansvar	
(104).	
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the	Product	Liability	Act.	Hence	 this	would	 imply	 that	patients	 cannot	 sue	 for	 the	

same	damage	under	both	 schemes.	However,	 unlike	 the	other	Nordic	 countries	 in	

Norway	the	effect	of	consumption	of	medicinal	products	during	clinical	trials	also	fall	

under	the	definition	of	defective	medicinal	product	injuries.	Nonetheless	Norwegian	

law	 is	more	generous	 in	 in	 that	 it	 includes	also	mental	 injury	 in	 its	 compensation	

scheme.		

	Potential	defenses	include	if	there	hadn’t	been	no	defect,	no	damage	or	a	causal	

connection	between	the	two	cannot	be	established	under	Article	2.2	from	the	Product	

liability	Act.	Hence	a	producer	will	be	exempted	from	liability	if	he	can	prove	that	he	

did	not	in	fact	put	the	product	into	circulation	that	the	defect	had	been	undiscoverable	

at	 the	 time	 the	 product	 was	 marketed,	 the	 defect	 was	 a	 result	 of	 regulatory	

compliance	at	the	current	time	it	was	marketed.	The	development	risk	defense	is	not	

accepted	under	Norwegian	law	unlike	in	Sweden	where	there	is	no	derogation	from	

this	defense.		

Additionally	 the	 limitation	 period	 for	 bringing	 a	 claim	 related	 to	 medicinal	

product	liability	is	three	years	from	the	moment	when	the	damage	or	injury	occurred	

or	from	it	is	reasonable	to	believe	that	the	patient	ought	to	have	known	of	the	damage,	

extending	 to	 up	 to	 ten	 years	 from	 the	 day	 the	 defective	 product	 was	 put	 into	

circulation	in	the	market.	Interestingly	enough	for	medicinal	products	this	statutory	

limit	is	generously	extended	to	up	to	20	years	from	the	day	the	medicinal	product	was	

put	into	circulation	in	the	market.		

Also,	 apart	 from	 incorporating	 the	 concept	 of	 strict	 liability	 for	 producers,	

Norwegian	 law	 includes	 contractual,	 tortious	 and	 criminal	 liability	 for	 defective	

medicinal	products.	Nonetheless	it	is	stipulated	in	Section	1.2	of	the	Product	Liability	

Act	that	it	does	not	preclude	the	claimant	to	seek	compensation	via	other	grounds.	

	However,	the	focus	in	the	Norwegian	society	is	also	put	on	the	pharmaceutical	

insurance	scheme	similarly	as	it	is	the	case	with	Sweden.	Distinctly	from	all	Nordic	

system,	 and	 a	 rather	 impressive	 solution	 to	 the	 product	 liability	 compensation	

schemes	for	pharmaceutical	injuries	in	Norway	the	product	liability	rules	are	outlined	

in	the	regulation	of	pharmaceutical	insurance.	This	way	there	is	a	proper	relationship	
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between	the	concept	of	product	liability	and	direct	recourse	in	the	insurance	schemes	

outlined	in	the	national	laws.		

	Hence	 in	Norway	 it	 is	 obligatory	 for	 a	 pharmaceutical	 company	 to	purchase	

insurance	 in	 order	 to	 compensate	 consumers	 for	 medicinal	 product	 injuries.	 The	

same	 is	 required	 by	 the	 suppliers,	 licensing	 agents	 and	 anyone	 marketing	

pharmaceuticals	 on	 the	 Norwegian	market.	 Hence	 anyone	 that	 is	 involved	 in	 the	

manufacturing	production	or	marketing	of	pharmaceuticals	in	the	country	is	required	

to	take	part	in	the	Pharmaceutical	Liability	Association.	It	is	important	to	note	that	

this	membership	 is	 not	 optional	 but	 it	 is	 a	mandatory	 requirement	 for	 all	 actors	

involved	in	the	pharmaceutical	marketing	and	production	chain.	The	Association	has	

the	 obligation	 of	 conducting	 inspections	 as	 to	 the	 insurance	 coverage	 of	 the	

companies	in	that	there	is	a	so	called	‘Insurance	Pool’	consisted	of	11	companies	that	

could	provide	this	insurance	for	pharmaceutical	manufacturers	to	purchase.	253The	

amount	that	is	payable	is	proportionate	to	the	revenue	of	the	company	per	year.	The	

producer	 will	 be	 exempted	 from	 liability	 in	 the	 cases	 where	 liability	 is	 due	 to	 a	

mistake	 by	 an	 intermediary	 such	 as	 doctor,	 pharmacists,	 hospital,	 or	 another	

supplier;	 the	 injury	 was	 a	 result	 of	 improper	 consumption	 of	 the	 medicine;	

ineffectiveness	 of	 the	medicine	 caused	 the	 injury;	 the	 side	 effects	 of	 consumption	

were	to	be	expected	in	the	patients’	situation.		

Furthermore,	it	is	stipulated	in	Section	3.3	from	the	Product	Liability	Act	that	

the	insurance	scheme	ought	to	compensate	the	victims	of	a	medicinal	product	injury	

regardless	of	whether	the	producer	is	liable	for	the	damage.	Yet	in	Article	3.1(1)	it	is	

stipulated	that	there	has	to	be	a	link	between	the	defect	and	the	injury	and	requires	

that	the	medicine	caused	the	damage.	The	burden	of	proving	this	is	on	the	claimant	

analogously	 as	 in	 establishing	 tortious	 liability.	 Similarly,	 as	 in	 the	 examples	 of	

Swedish	 law	 the	Pharmaceutical	 Insurance	board	assesses	 the	 facts	 in	 accordance	

with	the	reasonableness	test	and	imposes	even	more	criteria	under	Norwegian	law.	

The	 compensation	 levels	 are	 decided	 based	 on	 the	 Norwegian	 Compensatory	

 
253	Article	3-5.2,	ibid	
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Damages	Act.254	It	is	interesting	that	unlike	most	European	countries	and	unlike	most	

Nordic	countries	in	Norway	there	is	no	maximum	amount	payable	to	the	plaintiff	for	

medicinal	product	injuries.		

Another	favorable	option	to	patients	injured	by	defective	medicinal	products	is	

the	 Norwegian	 system	 for	 Patient	 Injury	 Compensation 255 	according	 to	 which	

patients	can	benefit	from	the	government	set	agency	due	to	an	error	or	mistake	on	

the	part	of	the	defendant	(provider	of	health	care)	

VIII.5.2.1.	Concluding	remarks	
	

Most	of	 the	product	 liability	 claims	under	Norwegian	 law	are	handled	 either	

through	 the	 strict	 liability	 route	 under	 the	 Product	 Liability	 Act,	 or	 the	

pharmaceutical	insurance	scheme.	Other	forms	of	liability	such	as	in	tort,	contract	or	

criminal	liability	are	seldomly	sought	by	the	claimants	in	practice.		

Although	 there	 are	 certain	 differences	 in	 the	 product	 liability	 claim	 and	

pharmaceutical	 insurance	 rules,	 they	 are	 both	 based	 on	 the	 principles	 of	 the	 EC	

Directive	on	product	liability	and	incorporate	the	same	principles.	The	difference	is	

that	the	burden	of	proof	is	much	higher	for	a	plaintiff	in	the	product	liability	claim	

where	 he	 has	 to	 demonstrate	 proof	 of	 the	 injury	 defect	 and	 a	 causal	 connection	

between	 the	 two.	 Albeit	 having	 to	 show	 evidence	 of	 the	 damage	 and	 injury	 the	

pharmaceutical	insurance	rules	allow	for	a	prompter	and	easier	compensation	of	the	

victims	 in	 general.	 The	 test	 used	 is	 similar	 as	 in	 other	 Nordic	 countries,	 as	 it	

incorporates	 the	 reasonableness	 test,	 according	 to	 which	 compensation	 will	 not	

follow	if	it	is	reasonable	that	the	claimant	could	have	borne	the	damage	without	being	

compensated.	Hence	one	can	state	that	the	product	liability	claims	are	more	favorable	

for	the	defendant	whilst	the	pharmaceutical	insurance	scheme	is	more	efficient	and	

predictable	for	patient	compensation	in	general.		

 
254	Ministry	of	Justice	and	Public	Security.	(1969).	Compensation	Act	(26),	Lov	om	skadeserstatning	
(26).	
255	Compensation	claimants.	(2021).	Norsk	Pasientskadeerstatning.	
https://www.npe.no/en/information-compensation-claimants/		
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Also,	 the	 Norwegian	 system	 seems	more	 generous	 and	 gives	 preferences	 to	

patients’	and	consumers’	rights	in	that	it	offers	a	greater	time	limit	of	up	to	20	years	

from	bringing	a	claim,	with	no	limitation	to	the	sum	payable	like	in	other	countries.	

Additionally,	 it	 includes	 injuries	 from	 consumption	 of	 medicinal	 product	 during	

clinical	trials	which	is	exemplary	even	considering	the	model	of	the	Nordic	countries	

in	relation	to	pharmaceutical	injuries.	Additionally,	it	offers	compensation	for	mental	

suffering	which	is	not	included	in	most	Nordic	countries	like	the	example	of	Swedish	

law	abovementioned.		

To	sum	up	the	Norwegian	model	for	compensating	drug	related	injuries	is	very	

interesting	 in	 that	 in	 incorporated	 the	 laws	 of	 product	 liability	 into	 the	

pharmaceutical	insurance	compensation	scheme	and	offers	injured	parties	just	and	

generous	compensation	for	the	damage	they	suffered.		

	

VIII.6	Conclusion	on	Medicinal	Product	Liability	in	the	EU	
	

The	 basic	 legal	 document	 for	 setting	 the	 standards	 for	 product	 liability,	 and	

hence	medicinal	product	liability	in	the	EU	is	the	Product	Liability	Directive.	Although	

most	Member	States	have	adopted	it	in	their	national	legislation,	there	are	certainly	

vast	 differences	 in	 its	 application.	 As	 can	 be	 seen	 from	 the	 examples	 above	 some	

countries	 have	 adopted	 it	 is	 their	 national	 Product	 Liability	 Laws,	 some	 had	

incorporated	the	principles	in	a	separate	Medicinal	Liability	Law	such	as	the	case	in	

Germany,	 and	 many	 countries	 apply	 rules	 from	 several	 legal	 documents	 on	 the	

matter.		

Undoubtedly	in	most	countries	the	topic	of	medicinal	product	liability	involves	

strict	 liability,	 tortious,	 contractual	and	criminal	 liability	alike.	However,	 a	distinct	

solution	 to	 the	 matter	 is	 offered	 by	 the	 Nordic	 countries	 where	 pharmaceutical	

insurance	 is	 obligatory	 for	 the	 actors	 in	 the	 pharmaceutical	 production	 and	

marketing	 process,	 leading	 to	 greater	 funds	 for	 compensating	 victims.	 Although	

compensation	 for	 every	 side	 effect	 is	 not	 possible	 nor	 efficient	 and	 acceptable	

patients	 having	 suffered	 drug	 related	 injuries	 are	 offered	 a	 just	 reasonable	 and	

adequate	solution	for	their	problems.	The	notion	of	no	fault	and	patient	and	consumer	
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right	is	favored	above	the	rights	of	the	pharmaceutical	industry	and	hence	one	can	

conclude	that	all	entities	involved	in	the	process	both	consumers	and	producers	alike	

have	a	great	degree	of	confidence	in	the	system.	When	considering	the	impact	and	

importance	 of	 human	 health	 in	 society	 one	 can	 undoubtedly	 conclude	 that	

incorporating	 such	 a	 system	based	 on	 trust,	mutual	 cooperation,	 helping	 those	 in	

need,	whilst	at	the	same	time	leaving	space	for	prosperity	innovation	to	move	science	

foreword	in	the	interest	of	the	public	at	large	is	the	way	forward.	In	this	thesis	the	

notion	of	offering	such	a	solution	on	a	European	Union	level	will	be	suggested.	Though	

from	a	legal	point	of	view	it	is	understandable	that	obstacles	are	probable,	as	each	

country	 has	 its	 own	 legal	 system,	 and	 harmonization	 in	 legal	 codes	will	 not	 flow	

smoothly	 as	 in	 the	 Federal	 Laws	 being	 passed	 by	US	 Congress,	 but	 the	 effects	 on	

society	 at	 large	 will	 be	 immense.	 Hence	 a	 proposal	 for	 a	 Union	 solution	 for	

compensating	victims	from	pharmaceutical	injuries	in	accordance	with	a	unilateral	

synchronized	 system.	 From	 a	 rather	 optimistic	 standpoint	 if	 one	 can	 view	 the	

outstanding	regulation	of	 the	European	Medicines	Agency,	 the	EU	Regulations	and	

Directives	 relating	 to	 pharmacovigilance	 and	 marketing	 of	 pharmaceuticals,	 the	

medicinal	 product	 compensation	 scheme	 is	 not	 far	 from	 reach	 for	 the	 European	

Community.		

	 	



177 
 

IX.	Analysis	of	the	implication	of	the	European	Product	Liability	
Directive	

	

Considering	the	fact	that	the	product	liability	system	in	the	EU	is	mainly	based	

on	the	doctrines	set	by	the	EU	Product	Liability	Directive	when	it	comes	to	regulating	

medicinal	 product	 liability,	 in	 this	 section	 the	 effectiveness	 of	 the	 latter	 will	 be	

analyzed.	The	key	document	for	this	is	the	Council	Directive	85/374/EEC	of	25th	of	

July	 1985.	 256 	Despite	 the	 fact	 that	 various	 Member	 States	 adopted	 a	 different	

approach	 and	 implemented	 it	 in	 various	 national	 legislations	 in	 a	 rather	 different	

manner	the	objective	is	the	same	and	is	based	upon	the	principles	of	this	Directive.	

The	core	underlying	principle	of	the	product	liability	laws	in	the	EU	is	that	the	

producers	should	be	held	liable	for	marketing	defective	products	irrespective	of	the	

notion	of	 fault.	Hence	as	can	be	seen	 from	the	previous	chapter	plaintiffs	ought	 to	

show	that	they	suffered	damage	as	a	result	of	consumption	of	the	defective	product,	

demonstrate	a	causal	connection	regardless	of	whether	 the	defendant	had	been	at	

fault.		

Nevertheless,	when	interpreting	the	wording	of	the	Directive	it	can	be	seen	that	

the	 rules	 are	 rather	 wide	 open,	 in	 that	 there	 is	 a	 wide	 definition	 of	 product	

defectiveness,	 the	standard	of	proving	 is	open	for	 interpretation	as	the	reasonable	

expectation	test	can	have	various	meanings	when	put	in	context.	Also	the	notion	of	

producers	defenses	 to	 liability	 is	wide	open	 for	 interpretation	 in	 that	 for	 example	

there	is	the	notion	of	development	risk	defense	mentioned	in	Article	7	(e)	from	the	

Directive	 and	 further	 a	 derogation	 principle	 is	 set	 forth	 in	 Article	 15,	 leaving	 the	

choice	of	exonerating	conditions	up	to	the	Member	State	to	choose.		

Additionally,	 it	 is	 important	 that	 EU	 law	 is	 harmonized	 when	 assessing	

pharmaceutical	 liability	 as	 the	 EU	 market	 functions	 as	 one	 whole	 and	 there	 are	

producers,	distributors	and	importers	of	pharmaceuticals	in	every	country.	Thus,	it	

will	 follow	 logically	 from	 the	 latter	 that	 they	 should	 operate	 under	 the	 same	

 
256	Council	Directive	85/374/EEC	of	25	July	1985	on	the	approximation	of	the	laws,	regulations	and	
administrative	provisions	of	the	Member	States	concerning	liability	for	defective	products.	(1985).	
Official	Journal	of	the	European	Union,	L	210	
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principles,	 and	 consumers	 from	 the	 EU	 market	 ought	 to	 be	 offered	 the	 same	

protection	and	possibilities	for	recourse.		Likewise,	the	marketing	authorization	and	

pharmacovigilance	systems	happen	to	be	synchronized	as	stipulated	in	the	respective	

sections	above.	Consequently,	the	medicinal	product	liability	system	will	benefit	by	

and	large	with	synchronization	in	the	product	liability	rules.	Whether	this	could	be	

done	by	the	Product	liability	scheme	or	an	insurance	scheme	as	implemented	by	the	

Nordic	countries	is	a	matter	of	discussion	from	experts	in	the	field.	In	this	section	the	

focus	will	be	on	the	analysis	of	the	implementation	of	the	Product	Liability	Directive,	

its	efficacy,	usage	and	effect	on	product	 liability	claims	brought	 through	the	years,	

with	particular	adherence	to	statistics.		

The	 basic	 document	 for	 assessing	 the	 compliance	 of	 the	 Product	 Liability	

Directive	with	EU	standards	 in	the	 field	 is	 the	Commission	Evaluation	report	 from	

2018.257	Here	it	is	evaluated	if	the	Directive	meets	the	objectives	of	efficiency,	efficacy,	

balancing	 consumer’s	 and	 industry	 needs.	 Further	 to	 this	 the	 manner	 of	 settling	

disputes	had	been	analyzed	through	considering	the	number	of	claims	through	the	

years,	assessed	through	type	of	industry.	It	is	important	to	note	that	pharmaceutical	

products	 fall	 under	 the	 Product	 Liability	 Directive	 when	 it	 comes	 to	 evaluating	

medicinal	product	liability.	

Hence	 in	 addressing	 these	 important	 issued	 the	European	Commission	 in	 its	

final	Report	 issued	on	07.05.2018,	 it	concluded	that	the	PLD	is	still	considered’	an	

adequate	tool’	and	is	fit	for	its	purpose.	In	particular	in	the	Report	it	has	been	stated	

that:	“Overall,	the	Directive	can	be	considered	to	contribute	to	a	reasonable	balance	

between	 protecting	 those	who	 suffer	 injury	 and	 ensuring	 fair	 competition	 on	 the	

single	 market.” 258 	However	 when	 analyzing	 the	 Directives	 efficacy	 it	 notes	 that	

despite	it	offering	a	stable	legal	framework	in	the	EU,	there	still	remains	inconsistency	

 
257	European	Commission.	(2018).	REPORT	FROM	THE	COMMISSION	TO	THE	EUROPEAN	
PARLIAMENT,	THE	COUNCIL	AND	THE	EUROPEAN	ECONOMIC	AND	SOCIAL	COMMITTEE	on	the	
Application	of	the	Council	Directive	on	the	approximation	of	the	laws,	regulations,	and	administrative	
provisions	of	the	Member	States	concerning	liability	for	defective	products	(85/374/EEC)	
(COM/2018/246)	
	
258	Ibid	at	p.6	
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with	attaining	 the	cost/benefit	balance	connected	 to	 the	Directive	among	Member	

States	in	relation	to	product	types.	Also,	in	relation	to	pharmaceuticals	a	misbalance	

in	 the	 costs	 between	 consumers	 and	 pharmaceutical	 companies	 had	 been	 found.	

Additionally,	an	unjust	balance	in	terms	of	costs	in	proceedings	had	been	detected	in	

court	proceedings	to	the	disadvantage	of	victims	of	medicinal	product	injuries.	The	

application	on	the	Directive	has	great	variations	from	one	to	another	Member	state	

on	this	issue.		

It	is	interesting	to	note	that	regarding	the	issue	of	product	liability	claims	the	

Report	 found	 that	 in	 the	 EU	 the	 dispute	 resolution	 had	 been	 mostly	 carried	 out	

outside	 the	 courtroom.	Namely	 the	 last	 report259	indicates	 that	 nearly	68%	of	 the	

product	 liability	 claims	 were	 settled	 out	 of	 court,	 out	 of	 which	 through	 direct	

negotiation	 the	majority	 46%,	 alternative	 dispute	 resolution	mechanisms	 15%,	 7	

through	 insurance	 coverage.	 Solely	 the	 remainders	 of	 32	%	were	 settled	 through	

product	liability	claims	in	judicial	proceedings.	Nonetheless	the	report	distinguished	

among	the	most	common	types	of	claims	during	a	16	year	period	of	time	starting	from	

2000	 until	 year	 2016	 including	 raw	 materials,	 vehicles	 and	 machinery	 and	

pharmaceuticals.260	Pharmaceutical	claims	represented	a	total	of	16,	1	%	of	the	total	

amount	of	product	liability	claims	identified	in	the	EU	during	the	whole	period	(Table	

1).	Interestingly	enough	data	indicates	that	concerning	ECJ	Judgments	the	majority	of	

claims	are	related	to	medicinal	products	and	medical	devices	amounting	to	67%	in	

the	same	period	of	over	16	years.261		

	

	

	

 
259	European	Commission.	(2018).	REPORT	FROM	THE	COMMISSION	TO	THE	EUROPEAN	
PARLIAMENT,	THE	COUNCIL	AND	THE	EUROPEAN	ECONOMIC	AND	SOCIAL	COMMITTEE	on	the	
Application	of	the	Council	Directive	on	the	approximation	of	the	laws,	regulations,	and	administrative	
provisions	of	the	Member	States	concerning	liability	for	defective	products	(85/374/EEC)	
(COM/2018/246),	p.4	
260	Ibid,	p.4	
261	European	Commission.	(2018).	Evaluation	of	Council	Directive	85/374/EEC	on	the	approximation	
of	laws,	regulations	and	administrative	provisions	of	the	Member	States	concerning	liability	for	
defective	products	FINAL	REPORT	(B-1049).	Luxembourg:	Publications	Office	of	the	European	Union,	
p.20	https://doi.org/10.2873/477640		
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Table	1262:	

	

	
When	considering	the	claim	origin	notion	and	interconnection	among	Member	

States	 especially	 in	 the	 field	 of	 pharmaceuticals	 which	 are	 essentially	 a	 part	 of	 a	

globalized	market	and	ought	to	be	regulated	under	the	same	principles	in	EU	law,	one	

might	think	it	is	so	in	product	liability	claims	too.	Nevertheless,	data	from	the	Final	

Report	of	the	Commission	indicates	that	most	reported	claims	for	defective	medicinal	

products	 coming	 from	a	 certain	Member	State	were	brought	 in	 the	 same	Member	

State,	and	very	rarely	in	another	MS.	This	is	illustrated	in	the	following	image:	

Table	2263:	

 
262	Data	obtained	from	the	text	of	:	European	Commission.	(2018).	REPORT	FROM	THE	COMMISSION	
TO	THE	EUROPEAN	PARLIAMENT,	THE	COUNCIL	AND	THE	EUROPEAN	ECONOMIC	AND	SOCIAL	
COMMITTEE	on	the	Application	of	the	Council	Directive	on	the	approximation	of	the	laws,	
regulations,	and	administrative	provisions	of	the	Member	States	concerning	liability	for	defective	
products	(85/374/EEC)	(COM/2018/246),	p.4	
263	European	Commission.	(2018).	Evaluation	of	Council	Directive	85/374/EEC	on	the	approximation	
of	laws,	regulations	and	administrative	provisions	of	the	Member	States	concerning	liability	for	
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Despite	them	being	a	respectable	factor	from	the	product	liability	claims,	there	

has	been	a	trend	of	underreporting	and	not	much	court	proceedings	are	attributable	

to	this	area.	This	might	also	be	due	to	the	trend	of	underreporting	and	fear	of	litigation	

among	consumers	together	with	strict	regulations	in	the	area	making	liability	difficult	

to	prove.	For	instance	the	report	found	that	over	a	period	of	nearly	7	years	prior	to	

the	report	there	had	been	only	4	court	proceedings	relating	to	medicinal	products	

and	medical	devices.	Hence	the	possibility	of	obstacles	in	application	of	the	Directive	

in	this	area	 is	highlighted	 in	the	report	respectively.264	However	 it	had	been	noted	

that	 in	 light	of	 the	difficulties	 consumers	might	have	 in	overcoming	 the	burden	of	

proof	 and	 demonstrating	 a	 medicinal	 product’s	 defect,	 together	 with	 a	 causal	

connection	with	 their	 injury,	 yet	 the	 Court	 has	 adopted	 a	 very	 consumer-friendly	

approach	to	this	problem	by	allowing	national	rules	to	apply	in	obtaining	information	

 
defective	products	FINAL	REPORT	(B-1049).	Luxembourg:	Publications	Office	of	the	European	Union,	
p.22;	https://doi.org/10.2873/477640	
264	Ibid	p.4;		
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by	the	plaintiffs,	the	injured	party	from	the	respective	defendant	producer.	This	has	

been	decided	in	the	case	of	Novo	Nordisk	Pharma	265where	the	court	found	that	the	

EU	legislation	on	product	liability	does	not	preclude	an	injured	party	from	claiming	

information	 regarding	 ADR’s	 from	 the	manufacturer	 under	 the	 national	 rules	 for	

obtaining	evidence	in	his	legislation.		Another	excellent	example	of	this	practice	is	the	

latest	French	case	from	the	Cour	de	Cassion	discussed	previously	under	the	section	

French	 law,	 whereby	 the	 court	 requested	 a	 preliminary	 ruling	 from	 the	 ECJ266	in	

addressing	national	rules	as	proof	of	causation	in	a	vaccine	damage	case.	Here	it	had	

been	held	by	the	ECJ	that	the	Product	Liability	Directive	does	not	preclude	the	usage	

of	national	evidentiary	rules	in	establishing	causation	where	scientific	evidence	is	not	

obtainable	at	the	time.		

Yet	another	example	of	the	ECJ’s	generosity	in	the	application	of	the	rules	of	the	

Product	 Liability	 Directive	 is	 the	 example	 of	 the	 ruling	 on	 the	 Boston	 Scientific	

cases267.	Although	medical	devices	are	not	particularly	the	target	of	this	research	the	

same	principle	of	this	ruling	could	serve	as	a	precedent	to	pharmaceutical	 liability	

cases.	Here	the	court	 found	that	products	 that	belong	to	 the	same	series	and	have	

proven	 a	 potential	 defect	 will	 be	 considered	 defective	 for	 the	 purposes	 of	 the	

Directive.	This	decision	is	a	great	milestone	in	medicinal	product	liability	litigation	in	

that	 it	makes	the	plaintiff’s	burden	much	more	bearable	and	eases	the	evidentiary	

rules.		

Nonetheless	the	Evaluation	of	the	Product	Liability	Directive	suggests	that	the	

Court	 has	 also	 offered	 compensation	 more	 frequently	 than	 not.	 The	 following	

statistics	seem	to	be	of	relevance	for	that	purpose:	

 
265	Judgment	of	the	Court	(Fourth	Chamber),	20	November	2014:	Novo	Nordisk	Pharma	GmbH	v	S.	
Request	for	a	preliminary	ruling	from	the	Bundesgerichtshof,	Case	C-310/13	(2014)	
	
266	Judgment	of	the	Court	(Second	Chamber)	of	21	June	2017:	N.	W	and	Others	v	Sanofi	Pasteur	MSD	
SNC	and	Others,	Request	for	a	preliminary	ruling	from	the	Cour	de	cassation	(France),	Case	Case	C-
621/15	(2017)	
	
267	Judgment	of	the	Court	(Fourth	Chamber)	of	5	March	2015,	Joined	Cases	C-503/13	and	C-504/13	
(2015)	
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Table	3	268:	

	
The	main	reasons	as	to	why	product	liability	claims	were	rejected	were	failure	

to	prove	 the	actual	 existence	of	defect,	 establish	a	proper	 causal	 link	between	 the	

damage	and	defect,	and	finally	the	producers	failed	in	their	defenses	of	invoking	the	

development	risk	defense,	contributory	negligence	or	limitation	period.	

It	is	important	to	note	also	that	according	to	the	EU	Commission	evaluation	it	is	

indeed	the	development	risk	defense	derogation	clause	that	attributes	to	divergent	

implementation	of	 the	Directive	 among	Member	 states.	 This	 is	 in	 detail	 explained	

above	in	the	respective	section	referred	to	the	defense.		

Undoubtedly	 the	 Commission	 strives	 for	 providing	 a	 stable	 legal	 basis	 for	

protecting	consumer	needs	from	product	liability	injuries.	Should	there	be	a	need	for	

 
268	Data	obtained	from	the	text	of	Evaluation	of	Council	Directive	85/374/EEC	on	the	approximation	
of	laws,	regulations	and	administrative	provisions	of	the	Member	States	concerning	liability	for	
defective	products,	p.23	
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an	updated	Directive	due	to	the	new	immerging	technological	developments	such	as	

the	introduction	of	AI	in	the	industry	sector,	it	may	be	in	the	future	updated.	As	for	

now	it	seems	as	the	current	Directive	is	rendered	plausible	for	the	purpose.	Hence	

the	current	expert	groups	that	analyzed	and	monitored	the	developments	of	product	

liability	 laws	 across	 the	 EU	 are	 consisted	 of	 two	 groups.	 Namely	 the	 first	 being	

representatives	 from	 various	 EU	 countries,	 composed	 of	 industry,	 civil	 society	

members,	 members	 of	 the	 academia,	 and	 the	 latter	 group	 from	 independent	

practitioners	and	academic	experts	in	the	product	liability	field.	This	is	illustrated	in	

the	image	below	for	ease	of	reference:		

Table	4269:	

	

	
An	 important	 consideration	 when	 analyzing	 the	 appropriateness	 and	

applicability	 of	 the	 Product	 Liability	 Directive	 in	 the	 field	 of	 pharmaceuticals	 is	

 
269	Data	obtained	from:	Commission	Staff	Working	Document	Evaluation	of	Council	Directive	
85/374/EEC	of	25	July	1985	on	the	approximation	of	the	laws,	regulations	and	administrative	
provisions	of	the	Member	States	concerning	liability	for	defective	products	Accompanying	the	
document	Report	from	the	Commission	to	the	European	Parliament,	the	Council	and	the	European	
Economic	and	Social	Committee	on	the	Application	of	the	Council	Directive	on	the	approximation	of	
the	laws,	regulations,	and	administrative	provisions	of	the	Member	States	concerning	liability	for	
defective	products	(85/374/EEC),	p.9-10	
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whether	they	should	be	treated	as	a	separate	case	with	a	separate	medicinal	product	

liability	regulation.	

There	 is	 numerous	 scientific	 evidence	 that	 adhere	 to	 the	 objective	 factual	

situations	that	pharmaceuticals	are	unique	as	they	have	an	inevitable	and	imminent	

effect	on	human	health,	making	them	a	category	of	their	own.	They	are	treated	as	a	

separate	category	in	the	US	drug	legislation270,	but	in	the	European	context	a	most	

appropriate	 example	 for	 distinguishing	 pharmaceuticals	 would	 be	 the	 Medicinal	

Product	Liability	Act	in	German	law,	which	transposes	the	principles	of	the	Product	

Liability	Directive	in	its	text.	Regardless	of	whether	the	medicines	are	separated	in	a	

separate	 legislative	 tool,	 an	 even	 more	 important	 consideration	 is	 the	 issue	 of	

compensation.		

As	it	has	been	noted	in	the	previous	section	in	analyzing	various	Member	State’s	

liability	 compensation	 schemes,	 there	 are	 some	 EU	 countries	 that	 have	 separate	

compensatory	schemes	for	medicinal	product	injury.	The	best	example	would	be	the	

Scandinavian	countries	which	offer	a	practical,	efficient	and	generous	compensation	

route	 for	 injured	parties.	Nonetheless	 in	 taking	 into	 account	 the	 recent	 legislative	

developments	 and	 societal	 implications	of	 the	Covid	 vaccinations271	in	 light	 of	 the	

pandemic,	there	is	an	even	bidder	incentive	in	creating	such	compensatory	schemes	

for	 injured	 parties,	 in	 obtaining	 patient/consumer	 justice	 and	 protecting	 public	

health.		

Yet	with	 the	 fast-moving	 pace	 of	 technological	 developments	 in	 the	 fields	 of	

medicine	and	pharmacy,	together	with	introduction	of	the	Commissions’	Proposal	of	

the	 legislative	 and	 non-legislative	 tools	 in	 the	 “Artificial	 Intelligence	 Act”	 as	 of	

2021,272	there	has	to	be	considerations	of	updating	the	requirements	and	conditions	

 
270	The	United	States	Federal	Food,	Drug,	and	Cosmetic	Act	(FD&C	Act),	Chapter	V:	Drugs	and	Devices	
(1938).	https://www.fda.gov/regulatory-information/federal-food-drug-and-cosmetic-act-fdc-
act/fdc-act-chapter-v-drugs-and-devices			
	
271	The	European	Parliament.	(2021).		Motion	for	a	European	Parliament	resolution	on	creating	a	
European	compensation	fund	for	victims	of	the	‘COVID-19	vaccines	(B9-0475/2021).		
		
272	European	Commission.	(2021).	Proposal	for	a	REGULATION	OF	THE	EUROPEAN	PARLIAMENT	AND	
OF	THE	COUNCIL	LAYING	DOWN	HARMONISED	RULES	ON	ARTIFICIAL	INTELLIGENCE	(ARTIFICIAL	
INTELLIGENCE	ACT)	AND	AMENDING	CERTAIN	UNION	LEGISLATIVE	ACTS	(COM/2021/206	final)	
Source:	https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A52021PC0206			
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for	product	safety	and	thus	product	liability.	With	specific	consideration	to	the	latter,	

the	Commission	had	highlighted	the	impending	difficulties	with	introduction	of	the	

AI	in	terms	of	product	liability.	Namely	as	some	of	the	potential	defects	will	not	be	

attributable	directly	to	the	human	factor,	assessment	of	the	resulting	damage	would	

have	to	be	assessed	in	a	completely	different	context	than	the	one	in	tort	based	or	

strict	liability	claim	so	far.	Also,	the	very	concept	of	software	updates	in	the	medicinal	

industry	 as	 elsewhere	would	 imply	 a	 certain	 amount	 of	 autonomy,	 hence	 leading	

producers	 who	 have	 done	 all	 that	 is	 possible	 to	 conduct	 safety	 updates	 face	

unforeseeable	 damage,	 which	 would	 justifiably	 lead	 to	 greater	 usage	 of	 the	

development	 risk	 defense.	 On	 the	 other	 hand,	 the	 consumer	 rights	 need	 to	 be	

properly	 met	 in	 that	 there	 is	 a	 system	 that	 can	 justifiably	 compensate	 them	 for	

suffering	injury.	This	could	lead	to	further	questioning	the	suitability	of	the	PLD	in	

addressing	these	issues.	All	of	these	considerations	are	thoroughly	analyzed	by	the	

Commissions’	guidance	Report	relating	to	the	safety	and	liability	implications	of	the	

introduction	of	the	AI.273	Namely	there	are	two	working	groups	that	assess	all	issues	

in	this	filed,	split	in	the	product	liability,	and	new	technology	group.	As	an	analogy	

here	 had	 been	 concerns	 whether	 the	 Directive	 was	 fit	 for	 purpose	 in	 the	 new	

developments	in	the	Motor	Industry	with	the	introduction	of	AI	in	the	sector	and	it	

had	been	decided	that	this	Directive	no	longer	suits	the	safety	requirements,	so	will	

be	the	case	sooner	or	later	in	the	pharmaceutical	field	requiring	a	new	harmonized	

approach	to	the	medicinal	product	liability	laws	on	the	Continent.	

	
IX.1.	Concluding	remarks	

	

Although	this	report	indicated	that	the	current	EU	product	liability	law	is	still	fit	

for	 its	purpose	 in	 that	 it	achieves	an	overall	balance	between	consumers,	 industry	

interests	 and	 enhances	 competition,	 there	 are	 outstanding	 issues	 that	 need	 to	 be	

 
	
273	European	Commission.	(2020).	REPORT	FROM	THE	COMMISSION	TO	THE	EUROPEAN	
PARLIAMENT,	THE	COUNCIL	AND	THE	EUROPEAN	ECONOMIC	AND	SOCIAL	COMMITTEE	Report	on	the	
safety	and	liability	implications	of	Artificial	Intelligence,	the	Internet	of	Things	and	robotics	
(COM/2020/64	final).	
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resolved.	One	of	 the	 inevitable	 is	 the	 consideration	of	 the	 implications	of	 the	new	

technological	 developments	 in	 medicine,	 biomedicine,	 genomics,	 introduction	 of	

Artificial	Intelligence	in	the	medical	and	pharmaceutical	filed,	which	by	itself	shifts	

the	 concepts	 of	 human	 safety,	 and	has	 an	 inevitable	 impact	 on	 human	health,	 the	

notion	of	strict	liability	and	pharmaceutical	industry	for	that	matter.		

Hence	 despite	 the	 generally	 accepted	 standpoint	 it	 had	 been	 found	 that	 the	

Directive	promotes	public	health	and	protects	consumer	rights	whilst	also	protecting	

the	industries	technological	innovation	process,	there	is	space	to	believe	that	making	

some	changes	leading	to	a	greater	harmonization	in	the	Member	states	legal	systems	

and	aligning	the	current	legislation	with	emerging	technological	developments	could	

improve	 its	 objective	 by	 and	 large.	 This	 will	 be	 discussed	 in	 more	 detail	 in	 the	

Discussion	section	below.		
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X.	Discussion	and	Conclusion	
	

The	very	nature	of	medicinal	products	implies	their	diligent	regulation.	They	can	

both	do	great	good	by	enhancing	and	saving	human	lives	at	some	instances,	or	great	

harm	when	 used	 inadequately	 or	 when	 there	 is	 an	 adverse	 drug	 reaction.	 Hence	

thorough	 regulation	 of	 the	 pharmaceutical	 sector	 is	 essential	 for	 obtaining	 a	

reasonable	 level	 of	 public	 safety.	 In	 that	 sense,	 the	 basic	 rules	 for	 regulation	 of	

medicinal	 products	 for	 human	 use	 have	 been	 analyzed	 in	 detail	 in	 this	 thesis	

especially	 through	 methodical	 analysis	 of	 licensing	 of	 medicinal	 products	 and	

pharmacovigilance	 as	 these	 two	 contain	 the	 most	 important	 rules	 for	 obtaining	

medicinal	 product	 safety.	 One	 can	 undoubtedly	 state	 that	 EU	 regulation	 of	

pharmaceuticals	is	extensive	and	diligent,	but	the	further	question	arises	if	too	much	

regulation	could	have	a	negative	impact	on	innovation.	Therefore,	although	the	EU	

and	 national	 law	 makers	 include	 rules	 to	 the	 advantage	 of	 the	 consumer,	 law	

enforcement	agents	in	the	sector	such	as	courts	and	Regulatory	authorities	balance	

these	 strict	 rules	with	 the	 ones	 of	 the	 pharmaceutical	 industry.	 This	 is	 especially	

evident	in	the	medicinal	liability	law	suits	where	there	is	a	high	burden	of	proof	for	

the	 plaintiff	 to	 establish	 negligence	 or	 strict	 liability.	 Since	 innovation	 in	 the	

pharmaceutical	 industry	 is	 essential	 especially	 when	 it	 comes	 to	 treating	 rare	

diseases,	 there	 is	 the	 issue	 of	 whether	 regulation	 can	 become	more	 efficient	 and	

effective	in	balancing	the	industry’s	rights	with	the	consumer	rights.	Hence	it	is	one	

of	the	prime	objectives	of	the	EU	regulatory	system	of	pharmaceuticals	to	obtain	safe,	

accessible	and	affordable	and	innovative	medical	treatment	with	the	best	therapeutic	

means.	In	that	context	this	research	examines	among	other	things,	if	the	current	EU	

regulation	is	attaining	this	objective	and	if	it	is	intact	with	the	new	developments	of	

in	the	areas	of	scientific	development.		

There	are	two	basic	issues	that	underpin	this	research.	The	first	being	in	

assessing	 whether	 the	 current	 European	 Regulatory	 System	 of	medicines	 is	

achieving	its’	objective	of	ensuring	safe	and	effective	medicines	on	the	market,	

via	 the	current	Marketing	Authorization	and	Pharmacovigilance	procedures.	

The	second	issue	focuses	on	the	subject	matter	of	product	liability	arising	from	
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defective	 products,	 i.e.	 what	 happens	 after	 something	 goes	 wrong	 with	 a	

defective	medicinal	product.	In	that	context	the	second	issue	underpinning	this	

research	 is	 analyzing	 whether	 the	 current	 EU	 product	 liability	 regime	 for	

medicinal	 products	 is	 fit	 for	 purpose.	 In	 analyzing	 both	 issues	 a	 thorough	

comparison	 from	a	 fair	number	of	Member	States	 is	presented	with	 their	national	

legislations	and	their	transposition	of	EU	law.		

Thus,	the	basic	rules	for	regulation	of	medicinal	products	for	human	use	have	

been	 analyzed	 in	 detail	 in	 this	 thesis.	 Nonetheless	 the	 work	 of	 the	 European	

Medicines	 Agency	 in	 monitoring	 the	 life	 cycle	 of	 a	 pharmaceutical	 has	 been	 put	

forward	 with	 specific	 accent	 to	 the	 licensing	 of	 medicinal	 protects	 and	

pharmacovigilance	 as	 these	 two	 contain	 the	 most	 important	 rules	 for	 obtaining	

medicinal	product	safety.	Hence	one	of	the	primary	goals	that	have	been	analyzed	are	

whether	the	current	European	regulatory	system	regarding	Marketing	authorization	

practices	and	Pharmacovigilance	practice	are	fit	for	purpose.	Secondly	the	concept	of	

medicinal	 product	 liability	 has	 been	 analyzed	 on	 a	 European	 level	 and	 also	 with	

comparative	 analyses	 of	 its	 implementation	 among	 various	 EU	 Member	 states.	

Finally,	the	EU	Product	Liability	Directive	has	been	analyzed	in	terms	of	its	efficacy	

and	availability	for	redress	of	EU	consumers.		

The	results	from	this	research	indicate	that	the	European	regulatory	system	of	

pharmaceuticals	 is	a	very	effective	one.	This	 is	partly	because	of	the	thorough	and	

elaborate	system	of	authorizing	pharmaceuticals	of	the	European	Medicines	Agency.	

Thus,	one	of	the	matters	addressed	in	this	paper	have	been	the	routes	for	obtaining	a	

Marketing	authorization,	and	its	implementation	in	the	key	EU	jurisdictions	together	

with	 the	 national	 variations	 of	 the	 latter.	 Namely	 as	 seen	 above	 the	 EMA	 has	 set	

procedures	 for	 authorization	 and	 supervision	 of	 medical	 products	 as	 well	 as	 the	

obligation	 for	 obtaining	 a	 Marketing	 Authorization	 prior	 to	 placing	 a	 medicinal	

product	 on	 the	 EU	market,	 after	 having	 completed	 a	 successful	 application	 to	 the	

Agency.	This	concept	of	having	a	single	authorization	for	the	whole	EU	market	stands	

at	 the	 core	 of	 EU	 Regulation	 of	 pharmaceuticals	 and	 the	 function	 of	 the	 EMA	 in	

general.	Hence	there	are	several	routes	for	obtaining	a	marketing	authorization	in	the	

EU:	centralized	procedure,	decentralized	and	mutual	recognition	procedure.	In	fact,	
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the	 Council	 Directive	 relating	 to	 medicinal	 products	 for	 human	 use	 requires	 a	

medicinal	 product	 to	 have	 completed	 the	 procedure	 for	 obtaining	 a	 Marketing	

Authorization	 (MA)	 prior	 to	 being	 placed	 on	 the	 EU	market.	 As	 the	 research	 has	

suggested	 this	 is	 a	 lengthy	 procedure	 and	 each	 route	 has	 its	 own	 particularities,	

aimed	to	benefit	a	particular	drug	that	is	designed	to	be	sold	on	a	single	market,	or	a	

wider	EU	Market.	Hence	as	has	been	seen,	 the	Centralized	and	Mutual	recognition	

procedure	 are	 aimed	 at	 pharmaceuticals	 that	 are	 to	 be	 marketed	 in	 several	 EU	

countries.	 Consequently	 the	 benefits	 of	 the	 Centralized	 procedure	 are	 the	 wide	

coverage,	 and	 the	 side	 effects	 are	 the	 lengthy	 time-consuming	 procedure	 for	

companies	 to	 fulfill	 all	 standards.	 On	 the	 other	 hand	 the	 Mutual	 Recognition	

procedure	has	shown	to	be	more	efficient	in	that	it	is	not	that	time	consuming,	i.e.	a	

pharmaceutical	company	has	to	authorize	the	medicine	in	one	country	and	then	apply	

for	 mutual	 recognition	 by	 the	 other.	 Further	 the	 Decentralized	 procedure	 and	

National	procedures	are	aimed	only	at	particular	country,	as	seen	in	the	respective	

sections	above.	

Although	the	Routes	for	Obtaining	a	Marketing	Authorization	have	been	proven	

very	effective	when	 it	 comes	 to	promoting	patient	 safety	and	avoidance	of	 risk	or	

harm	from	some	medicines,	they	are	criticized	for	being	too	lengthy	and	complicated	

resulting	 in	 inhibition	 of	 research.	 For	 instance	 the	 latest	 Evaluation	 by	 the	

Pharmaceutical	 Committee	 on	 the	 Product	 Liability	 Directive	 suggests	 that	whilst	

marketing	authorization	procedures	have	proven	to	increase	patient	safety	by	their	

diligent	 requirements,	 they	 lead	 to	 inhibiting	 research.274 	From	 this	 the	 question	

would	follow	whether	the	EU	Regulation	should	offer	a	 fast-track	approval	system	

similar	as	in	the	CTD	(by	the	ICH)	or	the	FDA	as	least	for	treatment	of	rare	diseases.	

This	would	serve	the	purpose	of	increasing	chances	of	curing	the	rarest	diseases	in	

patients	that	already	suffer	from	chronic	and	serious	illness.	Hence	the	research	so	

 
274RIVM.	(2014).	Minds	Open	–	Sustainability	of	the	European	regulatory	system	for	medicinal	products.	
https://ec.europa.eu/health/sites/default/files/files/committee/73meeting/rivm_report_minds_op
en_sustainability_of_the_european_regulatory_system.pdf	;	
See	also:			Scannell,	J.	W.,	Blanckley,	A.,	Boldon,	H.,	&	Warrington,	B.	(2012).	Diagnosing	the	decline	in	
pharmaceutical	R&D	efficiency.	Nature	reviews.	Drug	discovery,	11(3),	191–200.	
https://doi.org/10.1038/nrd3681	
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far	suggests	that	the	EU	regulatory	system	of	obtaining	a	Marketing	Authorization	is	

a	very	safe	diligent	and	elaborate	one	however	it	needs	certain	improvements	that	

could	be	emulated	from	the	International	CTD	ICH	Model	or	the	FDA	in	the	USA.		

On	the	other	hand,	though	through	this	research	it	has	been	concluded	that	the	

European	regulation	has	met	its	purpose	of	obtaining	safe	medicines	mostly	through	

its	efficient	Pharmacovigilance	practice.	Although	the	full	procedure	of	regulation	of	

pharmaceuticals	in	the	EU	is	vast	and	complex	and	consists	of	many	components	this	

research	 has	 focused	 on	 the	 basic	 steps	 for	 ensuring	 proper	 safety	 of	 medicinal	

products	 through	 adequate	 authorization	 monitoring	 and	 supervision	 via	 the	

European	 Pharmacovigilance	 system.	 Once	 the	 medical	 products	 have	 been	

authorized	 in	 the	 EU	 have	 been	 observed	 for	 compliance	 with	 safety	 standards	

through	the	continuous	monitoring	of	the	so	called	pharmacovigilance	system.	

	The	European	Medicine	Agency	has	for	this	purpose	set	a	very	coordinated	and	

thorough	system	of	conducting	pharmacovigilance	throughout	the	Union	 involving	

collaboration	 among	 healthcare	 professionals,	 National	 competent	 authorities	 of	

Member	States,	the	EMA,	and	the	European	Commission.	The	reason	for	establishing	

this	system	despite	having	an	extensive	system	of	marketing	authorization	prior	to	

approving	a	certain	medicinal	product	is	that	in	practice	at	the	time	a	new	product	is	

put	on	the	market	there	is	only	a	limited	number	of	information	existing	from	clinical	

trials	as	to	the	potential	side	effects,	and	with	certain	medicines	it	could	take	years	to	

establish	the	existing	adverse	effects	on	some	patient	groups.	

		The	main	laws	that	have	been	analyzed	and	from	which	legitimacy	to	conduct	

pharmacovigilance	 is	 derived	 were	 the	 Regulation	 726/2004	 and	 Directive	

2001/83/EC.	Further	to	them	the	Regulation	1235/2010	and	Directive	2010/84/EU	

on	pharmacovigilance	were	adopted.	Finally	with	the	 introduction	of	 the	amended	

Regulation	2012/1027/EU	and	Directive	2012/26/EU	the	EU	regulatory	framework	

was	 completed,	 and	 so	 far,	 is	 functioning	 efficiently.	 The	 Guidance	 documents	 by	

which	pharmacovigilance	is	conducted	for	post	marketing	authorization	medicines	

had	primarily	been	sent	in	document	called	‘Volume	9A’	but	have	subsequently	been	
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changed	with	the	introduction	of	Good	Pharmacovigilance	Practice	Guidelines.275	The	

core	objectives	of	these	are	ensuring	patient	safety	whilst	at	the	same	time	promoting	

public	health	through	providing	sensible	information	on	the	benefits	and	risks	that	

pharmaceutical	 have.	 In	 my	 research	 I	 have	 come	 to	 the	 conclusion	 that	 EU	

pharmaceutical	law	focuses	on	safety	over	innovation,	and	it	is	for	this	reason	that	

very	strict	and	lengthy	procedures	are	put	 in	place	both	for	obtaining	a	Marketing	

authorization	 and	 furthermore	 supervision	 and	 pharmacovigilance	 practice	 after	

obtaining	a	MA.	Sadly,	still	reports	suggest	that	there	is	a	5%	death	rate	of	all	patients	

admitted	to	hospital	as	a	result	of	adverse	drug	reaction,	on	a	yearly	basis	in	the	EU.276		

In	 assessing	 the	 practical	 implication	 of	 the	 European	 Pharmacovigilance	

system	 and	 determining	 whether	 it	 achieves	 the	 objectives	 of	 coherence	 in	

application	and	stimulates	reporting	of	Adverse	drug	reactions,	the	key	module	is	the	

Edura	Vigilance	system.	This	system	is	perhaps	the	greatest	achievement	of	the	EU	

Regulatory	 system	 in	 ensuring	 proper	 reporting	 of	 Adverse	 drug	 effects	 and	 thus	

enhancing	 patient	 safety	 via	 this	 unified	 European	 site	 for	 reporting	 adverse	 side	

effects	of	medicine.	The	European	Medicine’s	Agency	is	 in	charge	of	managing	and	

analyzing	the	data	related	to	adverse	side	effects	of	pharmaceuticals	and	maintaining	

the	database.	Hence	this	research	has	concluded	that	the	reporting	system	is	efficient	

and	transparent	especially	since	the	safety	reports	of	certain	medicines	are	sent	to	

the	 Competent	 Authorities	 for	 up	 taking	 action,	 not	 solely	 to	 the	 pharmaceutical	

companies.	Consequently,	the	action	depends	on	the	phase	the	medicine	is	at	the	time	

the	adverse	reaction	has	been	detected.	Thus,	for	instance	in	the	case	where	the	Edura	

Vigilance	Clinical	Trial	is	used	the	adverse	reactions	are	put	forward	in	the	warnings,	

contraindications	and	adverse	reaction	sections.	On	the	other	hand,	where	the	Edura	

Vigilance	 Post	 Authorization	 Mode	 is	 used	 safety	 information	 is	 gathered	 more	

thoroughly	throughout	the	years	 in	order	to	conduct	an	accurate	evaluation	of	 the	

 
275	European	Medicines	Agency	(2021).	Guidelines	on	good	pharmacovigilance	practices	(GVP)	
Introductory	cover	note,	last	updated	with	revision	3	of	Module	XVI	on	risk	minimisation	measures	
and	its	Addendum	II	on	methods	for	their	effectiveness	evaluation	for	public	consultation.		
276	European	Commission.	(2008).	Strengthening	pharmacovigilance	to	reduce	adverse	effects	of	
medicines	(MEMO/08/782).	
https://ec.europa.eu/commission/presscorner/detail/en/MEMO_08_782		
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risks	and	benefits	of	consumption	of	a	pharmaceutical.	Thus,	for	instance	after	careful	

evaluation	of	the	adverse	reactions	conducted	in	the	pharmacovigilance	assessment	

some	 medicines	 have	 been	 banned	 from	 the	 market	 such	 as	 Vioxx,	 Lipobay	 and	

Prexige.	 Yet	 another	 example	 of	 the	work	 of	 the	 EU	 Pharmacovigilance	 system	 is	

conducting	reports	regarding	products	used	to	face	pandemics	such	as	the	swine	fly	

vaccination	data	report	and	the	current	Pharmacovigilance	Plan	of	the	EU	Regulatory	

Network	for	the	Covid	19	Vaccines.	277	

In	order	to	examine	the	exact	effect	this	practice	has	had	on	various	National	

legislations	 within	 the	 EU,	 a	 comparative	 analysis	 has	 been	 made	 in	 order	 to	

determine	how	the	Pharmacovigilance	practice	works	in	various	EU	Member	states.	

Hence	 for	 this	 purpose	 an	 analysis	 was	 made	 for	 assessing	 the	 legal	 basis	 for	

pharmacovigilance	inspections,	composition,	timing	and	conduct	of	the	inspections,	

respective	sanctions	and	overall	compliance	with	the	pharmacovigilance	obligations.	

In	order	to	gain	a	comprehensive	study	on	the	comparative	legal	systems	in	applying	

principles	of	pharmacovigilance	the	‘The	EU	Pharmacovigilance	System	and	Adverse	

Drug	Reaction	Reporting	in	Practice:	A	Critical	Assessment.	European	Journal	of	Risk	

Regulation’	 by	 	 	 KLIKA,	 C.,	 KAEDING,	 M.,	 &	 SCHMÄLTER,	 J	 was	 considered. 278	

Respectively	data	from	five	jurisdictions	in	the	EU	for	this	purpose:	Spain,	Germany,	

France,	Poland,	The	Nordic	Countries	has	been	considered.	The	results	suggest	that	

Germany	has	 the	best	system	in	place	as	 it	 synchronizes	need	of	patients,	medical	

practitioners,	 society	 and	 government	 representatives	 in	 a	 synchronized	 and	

coherent	electronic	system.	Although	the	EU	pharmacovigilance	reporting	system	is	

one	of	the	best	worldwide	as	indicated	above,	it	still	needs	improvement	in	terms	of	

transparency,	better	coordination	among	reporting	entities	such	as	patients,	doctors,	

nurses	and	administrative	agencies,	as	well	as	access	to	information	by	the	general	

public.		

 
277	European	Medicines	Agency	(2021).	Pharmacovigilance	Plan	of	the	EU	Regulatory	Network	for	
COVID-19	Vaccines	.		
	
278	KLIKA,	C.,	KAEDING,	M.,	&	SCHMÄLTER,	J.	(2017).	The	EU	Pharmacovigilance	System	and	Adverse	
Drug	Reaction	Reporting	in	Practice:	A	Critical	Assessment.	European	Journal	of	Risk	Regulation,	8(4),	
772-778.	doi:10.1017/err.2017.67	
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Thus,	my	proposal	in	relation	to	this	is	establishing	a	computer	system	for	better	

communication	 among	 actors	 of	 pharmacovigilance	 on	 a	 Union	 level	 including	

exchange	of	information	of	suspected	ADR’s	even	prior	to	reporting	among	Member	

states	and	easier	access	for	injured	parties	such	as	patients	and	consumers	without	

several	medical	references	for	instance	or	request	for	a	formal	referral	procedure	by	

the	 regulatory	 authorities.	 As	 the	 comparative	 evaluation	 on	 pharmacovigilance	

practices	 among	 Member	 States	 has	 found	 this	 to	 be	 the	 main	 obstacle	 of	

underreporting.	Surely	 the	 impact	on	safety	will	be	 immense	since	with	 increased	

reporting	of	ADR	the	side	effects	are	detected	promptly	leading	to	saving	of	lives	of	

other	potential	consumers.		

	Furthermore,	one	can	conclude	that	with	the	EU	pharmacovigilance	practice	a	

risk	benefit	analysis	is	conducted	through	continuous	monitoring	of	new	information	

on	the	pharmaceutical	and	its	effects,	and	power	is	given	to	the	authorities	for	making	

decisions	on	a	European	level.	Hence,	one	of	the	very	reasons	as	to	why	there	are	very	

few	 cases	 of	 product	 liability	 in	 pharmaceuticals	 is	 indeed	 the	 well-established	

system	 of	 pharmacovigilance	 under	 the	 European	 regulatory	 system.	 Indeed,	 as	

scholars	have	noted	“The	EU	Pharmacovigilance	system	is	one	of	the	most	advanced	

comprehensive	systems	in	the	world.”279		

Thirdly	 the	 issue	 of	medicinal	 product	 liability	 is	 considered	 on	 a	 European	

level.	The	European	Product	Liability	Directive	is	thoroughly	analyzed	together	with	

its	application	in	various	Member	States	across	the	EU.	The	results	have	shown	that	

there	 are	 considerable	 differences	 in	 application	 of	 the	 Directive	 since	 different	

Member	states	have	various	national	strategies	in	implementing	it,	and	this	is	allowed	

by	the	wording	of	the	Directive	in	itself.	As	noted	in	the	report	“the	Directive	does	not	

cover	or	harmonize	all	aspects	of	product	liability.	There	is	room	for	different	national	

approaches,	for	example	on	systems	to	settle	claims	for	damages,	or	on	how	to	bring	

proof	of	damage.	These	are	left	to	Member	states	to	decide.”	280	In	the	center	of	this	

 
279	Shorthose,	S.	&	Bird	&	Bird	LLP.	(2017).	Guide	to	EU	Pharmaceutical	Regulatory	Law	(7th	ed.,	Vol.	
1,	p.347).	Wolters	Kluwer.	
	
280European	Commission.	(2018).	REPORT	FROM	THE	COMMISSION	TO	THE	EUROPEAN	
PARLIAMENT,	THE	COUNCIL	AND	THE	EUROPEAN	ECONOMIC	AND	SOCIAL	COMMITTEE	on	the	
Application	of	the	Council	Directive	on	the	approximation	of	the	laws,	regulations,	and	administrative	
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litigation	 is	 the	 concept	 of	 strict	 liability	 and	 the	 no	 fault	 notion	 which	 assumes	

responsibility	 of	 the	 producer	 under	 Article	 6	 of	 the	 latter.	 This	 concept	 of	 strict	

liability	seems	to	operate	in	all	member	states	as	it	is	one	of	the	core	values	of	the	

Directive,	 the	 differences	 only	 apply	 in	 the	 formal	 adoption	 of	 the	 Directive	 into	

national	legislation.	Thus	for	instance	in	Spain	the	strict	liability	rules	are	contained	

in	 the	 Consumer	 Protection	Act	whilst	 in	 Germany	 they	 are	 part	 of	 the	Medicinal	

Products	Act.	The	area	where	there	was	most	discrepancy	in	application	of	the	PLD	is	

indeed	 the	 so-called	 development	 risk	 defense	 outlined	 in	 Article	 7	 (e)	 of	 the	

Directive,	which	basically	exempts	the	producer	of	liability	if	he	is	able	to	prove	that	

the	state	of	scientific	knowledge	at	the	time	when	he	placed	the	product	on	the	market	

was	 not	 such	 to	 deem	 the	 defect	 in	 the	 product	 discoverable.	 The	 results	 of	 this	

research	show	that	it	is	in	this	area	that	most	EU	countries	have	different	approaches	

when	determining	strict	liability	and	in	evoking	or	derogating	from	the	development	

risk	defense.	The	PLD	has	also	left	room	for	countries	to	decide	upon	the	acceptance	

of	 the	 defense	 according	 to	 Article	 7(	 e)	 of	 the	 Directive	 or	 derogating	 from	 it	

explicitly	Article	15-1(b).		

Notwithstanding	these	aspects,	it	is	worth	mentioning	that	also	member	States	

have	 various	 other	 routes	 for	 resolving	 medicinal	 product	 liability	 cases	 such	 as	

through	civil	liability	systems	in	tort	and	contract	law,	and	also	less	commonly	though	

through	their	criminal	law	national	legislations	on	the	topic.	In	these	sections	there	

had	been	a	 lot	of	differences	detected,	namely	 in	that	some	countries	have	a	more	

consumer	 friendly	 approach	 whilst	 some	 have	 a	 more	 ‘industry	 supportive’	

standpoint.	Hence	for	example	Germany	and	UK	have	been	known	to	be	supporters	

of	pharmaceutical	industries	with	setting	more	robust	national	legislations	and	rules	

relating	 to	 pharmaceutical	 law,	 although	 have	 included	 Government	 Sponsored	

compensation	schemes,	such	as	the	ones	related	to	the	international	tragedies	related	

to	the	Thalidomide	drug	aforementioned.	On	the	other	hand	Spain,	France	and	Poland	

have	shifted	the	regulatory	tools	and	court	practices	to	make	the	burden	of	proving	

damage	 defect	 and	 causation	 in	 the	 interest	 of	 consumers.	 In	 France	 specific	

 
provisions	of	the	Member	States	concerning	liability	for	defective	products	(85/374/EEC)	
(COM/2018/246),	p.4	
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adherence	 to	 this	 has	 been	 made	 by	 including	 the	 concept	 of	 “presumption	 of	

causation”	 in	 the	 cases	 related	 to	 side	 effects	 of	 the	 Sanofi	 Pasteur	 hepatitis	 B	

vaccines,	whereby	liability	on	the	part	of	the	producer	was	established	by	the	courts	

regardless	 of	 the	 lack	 of	 decisive	 scientific	 evidence,	 or	 no	 conclusive	 scientific	

evidence	 on	 the	matter.	 This	 case	was	 even	 referred	 to	 the	 ECJ	 for	 a	 preliminary	

ruling,	 whereby	 the	 European	 court	 has	 determined	 that	 the	 rules	 of	 national	

legislation	 basically	 do	 not	 interfere	 with	 the	 principles	 of	 the	 Product	 Liability	

Directive	in	this	case.	Similarly	in	protecting	consumer’s	interests	the	Spanish	courts	

have	presumed	causation	in	the	case	of	information	defects	in	the	famous	case	where	

liability	on	the	part	of	the	pharmaceutical	company	was	found	despite	the	fact	that	

the	adverse	effects	had	been	unknown	at	the	time.	This	 	example	for	 	determining	

strict	 liability	for	a	defective	product,	even	when	an	adverse	effect	of	the	medicine	

was	unknown,	can	be	found	in	Decision	442/2011	by	the	Supreme	Court	in	Spain,	17	

June,	(LA	LEY	91051/2011)281,	where	the	Supreme	Court	held	that	the	omission	from	

the	patient	information	leaflet	of	information	about	a	medicines’	side	effects	which	

was	 unknown	 at	 the	 time	 impacted	 on	 the	 safety	 of	 the	 medicinal	 product	 and	

rendered	 it	 defective	 under	 the	 Spanish	 General	 Consumers	 Act	 	 (Royal	 Decree	

1/2007	of	16	November).			

	

Also	 the	 countries	 that	 have	 chosen	 to	 derogate	 from	 the	 development	 risk	

defense	could	be	considered	to	be	more	consumer	friendly.	Thus	for	instance	under	

Spanish	law,	the	Spanish	Royal	Legislative	Decree	1/2007	of	16	November	2007	has	

prevented	producers	of	medicinal	products	 from	 invoking	 this	exemption:	 “Article	

140	 (3.)	 In	 the	 case	 of	 medicines,	 foods	 or	 foodstuffs	 intended	 for	 human	

consumption,	 the	persons	 liable,	 in	 accordance	with	 this	 chapter,	 shall	 not	 invoke	

paragraph	 1	 e)	 as	 cause	 for	 release.”282 	This	 research	 suggests	 that	 the	 Spanish	

 
281	Decision	442/2011	by	the	Supreme	Court	in	Spain,	17	June,	(LA	LEY	91051/2011).	
282	Royal	Legislative	Decree	1/2007,of	16	November,	approving	the	consolidated	text	of	the	general	
consumer	and	user	protection	act	and	other	complementary	laws,	source:	
https://www.mjusticia.gob.es/cs/Satellite/Portal/1292427277249?blobheader=application%2Fpdf
&blobheadername1=Content-
Disposition&blobheadervalue1=attachment%3B+filename%3DConsolidated_text_of_the_general_con
sumer_and_user_Protection_Act_and_other_complementary_laws_%28Ley.PDF	
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product	 liability	 law	 is	well	 in	 place	with	 the	 EU	Directive	 and	 transpositions	 the	

notion	of	strict	liability.	Namely	in	product	liability	cases	for	defective	products	the	

producer	 is	 liable	 of	 the	 defect	 irrespective	 of	 negligence.	 This	 is	 set	 out	 in	 the	

Complementary	laws	known	as	(TRLGDCU-2007)283		

Yet	another	distinct	approach	had	been	adopted	in	the	German	product	liability	

law,	 which	 is	 rather	 broad	 and	 ambiguous,	 containing	 specific	 features	 such	 as	

presumption	of	causation	and	liability	for	development	risk.	The	criteria	used	by	the	

courts	are	under	a	reverse	burden284,	assessing	whether	under	the	existing	scientific	

knowledge	had	it	been	known	before,	would	the	medicinal	product	still	be	placed	on	

the	market.	Under	section	84,	para	3	of	the	MPA285	the	pharmaceutical	company	is	

exempted	 of	 liability	 only	 if	 it	 can	prove	 that	 the	 adverse	 effects	 are	 a	 result	 of	 a	

circumstance	that	arose	after	the	product	had	been	placed	on	the	market.	Also	the	

time	 limitations	 set	 for	 bringing	 a	 claim	 had	 variations	 among	 member	 states,	

stretching	from	3	to	30	years	depending	on	the	jurisdiction.	Thus,	under	the	French	

Health	Product	Liability	 law	 strict	 product	 liability	 is	 introduced	 through	 the	Law	

N.98-389	 dated	 19th	 May	 1998,	 so	 strict	 liability	 could	 apply	 to	 only	 to	 products	

entered	into	the	market	after	this	date.	The	conditions	for	proving	product	liability	

are	 evidence	 of	 the	 damage,	 defect	 in	 the	 product,	 immutability	 of	 damage	 to	 the	

product,	 and	 causation	 between	 the	 defect	 and	 damage.	 In	 addition	 to	 putting	

stringent	 requirements	on	 the	 claimant	French	 law	 inserts	 a	 time	 limit	 of	 3	 years	
286from	when	 the	 plaintiff	 knew	 or	 ought	 to	 have	 known	 about	 the	 defect	 in	 the	

product.287	There	is	also	a	time	limit	for	exemption	of	liability	of	a	producer,	excluding	

the	situation	when	he	is	at	fault,	and	this	is	a	period	of	10	years	after	the	date	when	

the	product	was	put	in	circulation	in	the	market.	288		

 
283	Royal	Legislative	Decree	1/2007,	of	16	November,	approving	the	consolidated	text	of	the	General	
Consumer	and	User	Protection	Act	and	other	Complementary	Laws	(TRLGDCU-2007)	
284	Handorn,	B.,	&	Jakobs,	I.	(2018).	Germany	∙	Liability	for	Medicinal	Products	and	the	Right	to	
Disclosure	under	German	Law.	European	Pharmaceutical	Law	Review,	2(3),	155–166.	
https://doi.org/10.21552/eplr/2018/3/7		
285	German	Medicinal	Products	Act,	Section	84.		
286	Article	1245-16	of	the	French	Civil	Code	
287	Regniault,	A.,	&	Maurer,	A.	(2018).	France	∙	French	Health	Product	Liability	Law:	An	Overview.	
European	Pharmaceutical	Law	Review,	2(4),	203–209.	https://doi.org/10.21552/eplr/2018/4/7		
	
288	Article	1245-17	of	the	French	Civil	Code	
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The	most	important	inference	from	the	comparative	analyses	of	the	Medicinal	

product	 Liability	 regimes	 in	 Member	 states	 had	 been	 the	 routes	 for	 obtaining	

compensation.	Whilst	in	most	member	States	redress	was	generally	sought	through	

the	regular	procedures	of	the	court	based	system,	the	best	compensation	scheme	had	

been	detected	in	the	Nordic	countries.	Although	there	were	many	European	Member	

states	 with	 fair	 rules	 and	 practices	 with	 consumer	 protection	 such	 as	 the	 ones	

mentioned	above	 like	Spain	and	France,	 yet	 the	out	of	 court	 compensatory	model	

seems	 to	 satisfy	 society’s	 needs	 and	 at	 the	 same	 time	 offer	 a	 fair	 balance	 in	 the	

consumer/producer	equation.	

Specific	adherence	has	been	made	in	the	compensatory	models	in	Sweden	and	

Norway	which	both	have	the	concept	of	pharmaceutical	insurance	which	is	obligatory	

for	purchase	 for	any	pharmaceutical	 company	wishing	 to	 conduct	business	within	

their	 jurisdiction.	 This	 insurance	 is	 designed	 to	 cover	 injury	 related	 claims	 and	

compensate	the	victims	on	the	basis	of	delivering	adequate	evidence	of	 the	defect,	

damage	 and	 establishing	 a	 causal	 connection.	 Although	 surely	 not	 all	 claims	 are	

successful,	 approximately	 40	 %	 of	 claims	 gain	 compensation,	 it	 is	 an	 admirable	

alternative	to	the	traditional	court-based	system.	This	way	the	victims	of	drug	related	

injury	can	seek	compensation	free	of	cost,	and	pharmaceutical	companies	can	benefit	

from	 a	 fair	 model	 by	 purchasing	 affordable	 insurance	 to	 their	 industry,	 with	 an	

adequate	level	of	predictability	in	a	sense,	leading	to	the	avoidance	on	costly	and	often	

times	unnecessary	court	proceedings.	This	was	not	only	the	consumers	products	have	

a	workable	model	regarding	settling	medicinal	product	liability	claims,	but	also	the	

court	 system	 is	 are	 generally	 less	 burdened	 which	 is	 an	 important	 factor	 in	 any	

judicial	system.	Apart	from	this,	claimants	also	have	the	option	to	bring	a	lawsuit	In	

front	of	the	national	courts	but	rarely	decide	to	do	so.	In	this	system	there	are	also	

certain	differences	regarding	the	evidentiary	rules,	rules	on	causation,	amount	that	

the	claimants	are	to	expect	but	they	are	minor.		

Hence	 one	 of	 the	 most	 important	 proposals	 of	 this	 research	 is	 the	

proposition	 to	 adopt	 a	 compensation	 scheme	 for	medicinal	 product	 injuries	

caused	by	defective	medicinal	products	similar	to	the	Scandinavian	model,	on	

a	European	level.	Especially	taking	into	consideration	the	international	impact	
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that	 consumptions	 of	 medicines	 have	 the	 fact	 that	 most	 pharmaceutical	

companies	already	operate	on	a	European	market	and	apply	to	many	European	

consumers,	 together	 with	 the	 already	 existent	 European	 regulation,	 there	

shouldn’t	be	an	obstacle	for	this	implementation.	Surely	it	is	a	challenging	idea	

in	terms	of	implementation	in	that	all	Member	States	would	need	to	agree	and	

a	 complex	 analysis	 of	 the	 input	 of	 pharmaceutical	 companies	 versus	 the	

consumer’s	 purchasing	 power	 needs	 to	 be	 determined	 diligently.	 But	 if	 one	

takes	the	advantages	into	perspective,	such	as	predictability	on	Pharmaceutical	

Companies,	 adequate	 compensation	 offered	 to	 claimants,	 and	 relieving	 the	

weight	of	the	court	system	the	ends	seem	to	justify	the	means.	So	far	solely	the	

Pharmacovigilance	system	on	a	European	level	seems	to	function	smoothly	in	

determining	ADR	and	sending	reports	to	companies	and	regulatory	authorities	

via	the	synchronized	network	of	Edura	Vigilance.	But	if	this	concept	is	adopted	

to	 the	 concept	 of	 solving	medicinal	 product	 claims	 on	 a	 European	 level	 the	

benefits	to	the	whole	European	society	would	be	immense.	This	model	could	

even	be	adopted	similarly	to	the	Pharmacovigilance	fees	payable	to	the	EMA	for	

conducting	pharmacovigilance	practice	on	a	Union	level.	289	Depending	on	the	

particular	policies	of	the	EMA	and	the	National	regulatory	Authorities	the	fees	

might	have	to	increase	slightly	but	the	impact	on	public	health	will	be	immense.	

Firstly	consumers	will	receive	their	moral	justice	by	a	practical	and	just	model	

available	throughout	the	Union,	secondly	pharmaceutical	companies	would	be	

protected	 from	 lengthy	 unpredictable	 and	 expensive	 lawsuits,	 hence	 saving	

their	 reputation	 and	 the	 fear	 of	 consumption	 of	medicine	 and	 unknowingly	

interfering	 with	 the	 regulatory	 standards	 will	 decrease,	 creating	 an	

atmosphere	of	trust	and	better	cooperation	among	producers	and	consumers	

in	 the	 EU.	 More	 importantly	 when	 putting	 this	 into	 context	 of	 the	 new	

challenges	the	world	faces	with	the	ongoing	pandemic,	and	fear	of	vaccination,	

considering	 a	 model	 like	 this	 one	 is	 pertinent.	 Thus	 when	 considering	 the	

 
289	Pharmacovigilance	fees	payable	to	the	European	Medicines	Agency	-.	(2020).	European	Medicines	
Agency.	https://www.ema.europa.eu/en/human-regulatory/overview/fees/pharmacovigilance-
fees-payable-european-medicines-agency	
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recent	 legislative	 developments	 and	 societal	 implications	 of	 the	 Covid	

vaccinations290	in	light	of	the	world	crises	due	to	the	pandemic,	there	is	an	even	

bidder	incentive	in	creating	such	compensatory	schemes	for	injured	parties,	in	

obtaining	patient/consumer	justice	and	protecting	public	health.	

The	 final	 results	 of	 the	paper	would	be	 that	with	 the	 recent	 evolvement	 and	

amendments	in	the	law	of	pharmaceuticals	in	Europe	grater	power	has	been	given	to	

consumers	both	from	the	aspect	of	receiving	adequate	information,	protection	and	

access	 to	 safe	medicines.	 Despite	 the	 fact	 that	 big	 pharmaceutical	 companies	 are	

already	 bound	 by	 soft	 law	 rules	 of	 regulatory	 agencies,	 and	 have	 per	 se	 product	

liability	limitations	imposed	by	informing	consumers,	the	research	will	suggest	that	

with	recent	progress	in	this	domain	of	the	law	an	even	greater	precaution	has	been	

imposed	 on	 pharmaceutical	 companies	 in	 manufacturing	 their	 products,	 by	

strengthening	 the	 legal	 framework	 for	 protecting	 consumers	 within	 the	 various	

countries	 in	Europe.	 In	 that	 regard	 it	 is	 a	well-known	 fact	 that	 regulators	are	 risk	

averse	in	that	they	would	rather	not	license	a	medicine	even	though	it	has	potential	

benefits,	 than	 risk	 another	 disaster	 as	 the	 one	 with	 thalidomide	 in	 the	 past. 291	

However	 improvements	 should	 be	 made	 especially	 in	 the	 cooperation	 among	

Member	 states	 and	 the	 harmonization	 of	 the	 product	 liability	 legislation.	 Thus	 as	

aforementioned	noted	scholars	have	come	to	the	following	conclusion	which	sums	up	

the	 overall	 position	 of	 the	 EU	 regulation	 in	 this	 sector:	 “Although	Member	 States	

appear	to	have	recognized	the	virtues	of	cooperation	on	health-related	matters,	they	

have	nevertheless	ensured	that	Community	competence	to	act	 in	the	area	remains	

limited.	 This	 reflects	Member	 States'	 longstanding	 reluctance	 to	 allow	 greater	 EU	

encroachment	into”.	292	Yet	this	has	gradually	improved	with	recent	development	of	

EU	 pharmaceutical	 law	 especially	 when	 put	 in	 the	 context	 of	 globalization	 of	 the	

pharmaceutical	 industry	 with	 countries	 	 striving	 for	 international	 harmonization,	

 
290	The	European	Parliament.	(2021).		Motion	for	a	European	Parliament	resolution	on	creating	a	
European	compensation	fund	for	victims	of	the	‘COVID-19	vaccines	(B9-0475/2021).	
		
291	Jackson,	E.	(2013).	Medical	law:	text,	cases,	and	materials	(3rd	ed.	p.529).	Oxford,	United	
Kingdom:	Oxford	University	Press		
292	Farrell,	A.	M.	(2005).	Health	Law	and	the	European	Union.	Medical	Law	Review,	13(3),	430–434.	
https://doi.org/10.1093/medlaw/fwi026		
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such	as	US,	Canada,	 Japan	and	 through	setting	of	 the	 so	called	 ICH	293standards	of	

harmonization	 and	 mutual	 recognition.	 One	 if	 the	 noted	 advancements	 of	 this	

cooperation	 is	 	 the	 setting	 of	 the	 Common	 Technical	 Document	which	 serves	 the	

purpose	of	obtaining	a	single	document	for	authorization	of	pharmaceuticals	 in	all	

ICH	member	states	and	is	truly	a	revolution	in	terms	of	setting	global	standards	in	

pharmaceutical	regulation.	In	that	respect	one	can	conclude	that	taking	into	account	

all	new	developments	in	the	regulatory	area	together	with	the	global	impact	of	the	

pharmaceutical	 industry:	 “We	 need	 one	 single	 global	 legal	 statute	 for	 medicinal	

products.”	 “294	as	put	 forth	 in	 the	Editorial	 from	the	European	Pharmaceutical	and	

Policy	Journal.	

Last	 but	 not	 least,	 when	 imagining	 the	 future	 of	 EU	 regulation	 and	 product	

liability	challenges,	 the	advancement	 in	 technologies	should	be	put	 in	perspective.		

Thus	the	Commission	has	adopted	a	Communication	on	“Maximizing	the	benefits	of	

Artificial	 Intelligence”	 in	 creating	 a	 pathway	 for	 ensuring	 legal	 stability	 and	

coherency.	 Inevitable	 components	 of	 the	 latter	 are	 product	 liability	 and	 safety	 as	

mentioned	 in	 the	 latest	 annual	 report	 on	 implementation	on	 the	Product	 Liability	

Directive.		One	can	certainly	conclude	that	with	the	introduction	of	AI	in	the	sector	of	

pharmaceutical	law	many	new	challenges	will	be	brought	up	in	determining	product	

liability	in	the	future.295	Hence	despite	the	generally	accepted	standpoint	it	had	been	

found	that	the	Product	Liability	Directive	is	still	fit	for	purpose	and	promotes	public	

health	and	protects	consumer	rights	simultaneously	with	protecting	the	 industries	

innovation	process,	there	is	space	to	believe	that	making	some	changes	leading	to	a	

greater	harmonization	in	the	Member	states	legal	systems	and	aligning	the	current	

legislation	with	emerging	technological	developments	could	improve	its	objective	by	

and	large.	

Finally,	 it	 is	 worth	 noting	 that	 in	 a	 complex	 area	 such	 as	 the	 regulation	 of	

pharmaceuticals,	 joint	 involvement	 of	 stakeholders,	 consumers,	 industry,	 legal	

 
293	The	International	Council	for	Harmonisation	of	Technical	Requirements	for	Pharmaceuticals	for	
Human	Use.	www.ich.org		
294	Valverde,	J.	(2011).	Challenges	for	the	pharmaceuticals	Policy	in	the	EU.	Pharmaceuticals,	Policy	
and	Law,	13(1,2),	1–5.	https://doi.org/10.3233/ppl-2011-0308		
295	M	Gassner,	U.,	&	Juknat,	U.	(2019).	Regulatory	Approaches	to	AI	in	Medical	Practice.	European	
Pharmaceutical	Law	Review,	3(4),	176–183.	https://doi.org/10.21552/eplr/2019/4/8	
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counsel,	scientific	experts	and	academia	are	pertinent.	However,	as	stated	in	the	latest	

report	from	the	EMA	regarding	international	collaborations	the	least	accent	was	put	

with	 consultation	 of	 the	 academia296.	 Hopefully	 this	 research	 paper	would	 give	 a	

slight	 impact	and	contribute	with	 its	broad	overview	of	all	of	 the	policy	areas	and	

different	perspectives	of	all	key	issues	in	the	EU	pharmaceutical	regulatory	field	and	

would	add	towards	creating	a	fair	and	just	liability	compensation	scheme	favorable	

to	all	EU	consumers.		

Indeed,	it	is	true	that	“[	law	should	be	created	for	man	and	not	man	for	the	law]”	

as	said	by	William	Godwin.	297Hence	translating	this	into	the	context	of	European	law	

and	 regulation	 the	new	 innovative	needs	of	 society	need	 to	be	 taken	 into	account	

when	creating	a	new	regulation	or	compensation	scheme	that	would	serve	the	whole	

society	 by	 and	 large	 and	 make	 the	 system	 easier,	 more	 accessible	 for	 protecting	

consumer	needs	and	public	health	by	at	large.		

	 	

 
296	European	Medicines	Agency.	(2019).	Annual	Report	2019:	The	European	Medicine	Agency’s	
contribution	to	science,	medicine	and	health	in	2019.	
https://www.ema.europa.eu/en/documents/annual-report/2019-annual-report-european-
medicines-agency_en.pdf	
297	Ward,	I.	(2004).	A	love	of	justice:	the	legal	and	political	thought	of	William	Godwin.	The	Journal	of	
Legal	History,	25(1),	1–30.	https://doi.org/10.1080/0144036042000216359 
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de	 dispensación,	 Source:	 https://www.boe.es/boe/dias/2011/01/20/pdfs/BOE-A-

2011-1013.pdf				

48.	“Real	Decreto	824/2010,	de	25	de	junio,	por	el	que	se	regulan	los	laboratorios	

farmacéuticos,	los	fabricantes	de	principios	activos	de	uso	farmacéutico	y	el	comercio	

exterior	 de	medicamentos	 y	medicamentos	 en	 investigación.”,	 Referencia:	 BOE-A-

2010-10827;	 	 “The	 Royal	 Decree	 824/2010,	 Of	 25	 June,	 which	 regulates	

Pharmaceutical	 Laboratories,	 Manufacturers	 of	 Active	 Ingredients	 for	

Pharmaceutical	use	and	trade	of	Drugs	and	Medicines	in	Research”,	Reference:	BOE-

A-2010-10827;	 Source	 :	 https://www.boe.es/buscar/act.php?id=BOE-A-2010-

10827				

49.	 Royal	 Legislative	 Decree	 of	 22	 August	 1885,	 Spanish	 Commercial	 Code,	

(Código	de	Comercio);	Reference:BOE-A-1885-6627;	Real	Decreto	de	22	de	agosto	de	

1885	por	 el	 que	 se	publica	 el	 Código	de	Comercio;	Referencia:	BOE-A-1885-6627;	

Source:	https://www.boe.es/buscar/doc.php?id=BOE-A-1885-6627		

50.	 Ley	Orgánica	 10/1995,	 de	 23	 de	 noviembre,	 del	 Código	 Penal;	 Referencia:	

BOE-A-1995-25444;	Source:	https://www.boe.es/eli/es/lo/1995/11/23/10/con		

51.	Bundesministeriums	der	 Justiz	und	 für	Verbraucherschutz.	 (2017).	Product	

Liability	Act	of	15	December	1989	(Federal	Law	Gazette	I,	p.	2198),	 last	amended	by	

Article	5	of	the	Act	of	17	July	2017	(Federal	Law	Gazette	[Bundesgesetzblatt]	I	p.	2421).	

52.	 Ley	 22/1994,	 de	 6	 de	 julio,	 sobre	 Responsabilidad	 Civil	por	 los	 Daños	

Causados	por	Productos	Defectuosos;	Law	22/1994,	of	July	6,	on	Civil	Liability	for	the	

Damages	Caused	by	Defective	Products.	

53.	 The	 French	 Public	Health	 Code,	 Code	 de	 la	 santé	 publique.	 (1953).	Official	

Journal	of	the	French	Republic	



212 
 

54.	Cour	de	cassation,	civile,	Chambre	civile	1,	29	mai	2013,	12-20.903,	Publié	au	

bulletin;	 Source:	

https://www.legifrance.gouv.fr/juri/id/JURITEXT000027485548?init=true&page=

1&query=12-20903&searchField=ALL&tab_selection=all			

55.	Cour	de	cassation,	civile,	Chambre	civile	1,	22	mai	2008,	06-14.952,	Publié	au	

bulletin;	Source:	https://www.legifrance.gouv.fr/juri/id/JURITEXT000018868816/	

56.	Cour	de	 cassation,	Chambre	 civile	1,	28	 janvier	2010,	08-18.837,	Publié	 au	

bulletin;	Source:	https://www.legifrance.gouv.fr/juri/id/JURITEXT000021768515/			

57.	 Act	 of	 2	March	 2000	 on	 the	 protection	 of	 certain	 rights	 of	 consumers	 and	

liability	for	damage	caused	by	a	dangerous	product,	Dz.	U.	(2000)	No	22,	item	271,	

amending	 the	 Civil	 Code	 ;	 Unofficial	 translation	 derived	 from:	

https://www.biicl.org/plf/poland/legislation/civilcode/?cookiesset=1&ts=163685

3706	

58.	Office	of	Competition	and	Consumer	Protection.	 (2003).	The	Polish	General	

Product	Safety	Act	of	12	of	December,	2003.	

59.	Act	of	23	April	1964	Civil	Code,	unofficial	translation	to	English	Language	

derived	from:	https://www.global-

regulation.com/translation/poland/10092092/act-of-23-april-1964-civil-

code.html#			

60.	Act,	of	6	June	1997,	The	Penal	Code,	Source:	

https://www.legislationline.org/download/id/7354/file/Poland_CC_1997_en.pdf	

61.	Ministry	of	Social	Affairs.	(2015).	The	Medicinal	Products	Act	(SFS	2015:315),	

Läkemedelslag	(2015:315).	

62.	 Ministry	 of	 Social	 Affairs.	 (2015).	 The	 Decree	 on	 Medicinal	 Prodcuts	 (SFS	

2015:458),	Läkemedelsförordning	(2015:458).		

63.	Medicinal	Products	Agency.	(2005).	Regulation	LVFS	(2005:11)	on	labeling	

and	package	leaflets	for	medicines,	Läkemedelsverkets	föreskrifter	(LVFS	2005:11)	

om	märkning	och	bipacksedlar	för	läkemedel.	

64.	 Ministry	 of	 Social	 Affairs.	 (2002).	 The	 Pharmaceutical	 Benefits	 Act	 (SFS	

2002:160),	Lag	(2002:160)	om	läkemedelsförmåner	m.m	



213 
 

65.	 Ministry	 of	 Justice.	 (1992).	 The	 Product	 Liability	 Act	 (SFS	 1992:18),	

Produktansvarslag	(1992:18)	

66.	 Medicinal	 Products	 Agency.	 (2012).	 Regulation	 on	 Pharmacovigilance	 of	

Medicinal	products	(LVFS	2012:14)	

67.	Medicinal	Products	Agency.	(2016).	Regulation	on	the	changes	in	the	MPA’s	

Regulations	(HSLF-FS	2016:50)	

68.	Ministry	of	Justice.	(1972).	Tort	Act	(SFS	1972:207),	Skadeståndslag	(1972:207)	

69.	 Ministry	 of	 Social	 Affairs.(2010).	 Patient	 Safety	 Act	 (SFS	 2010:659);	

Patientsäkerhetslag	(2010:659)	

70.	Ministry	of	 Justice.	 (1981).	Limitation	Act	SFS	(1981:130);	Preskriptionslag	

(1981:130)	

71.	Ministry	of	Justice	and	Public	Security.	(1988).	Product	Liability	Act	(104),	Lov	

om	produktansvar	(104).	

72.	Ministry	of	Justice	and	Public	Security.	(1969).	Compensation	Act	(26),	Lov	om	

skadeserstatning	(26).	

73.	The	United	States	Federal	Food,	Drug,	and	Cosmetic	Act	(FD&C	Act),	Chapter	

V:	Drugs	and	Devices	(1938).	https://www.fda.gov/regulatory-information/federal-

food-drug-and-cosmetic-act-fdc-act/fdc-act-chapter-v-drugs-and-devices			

74.	ROYAL	 DECREE	 1344/2007,	 of	 11	 October,	 regulating	 pharmacovigilance	 of	

medicinal	products	for	human	use.	(2007).	Spanish	Agency	for	Medicines	and	Health	

Products	 (AEMPS).	

https://www.aemps.gob.es/legislacion/espana/medicamentosUsoHumano/docs/fa

rmacovigilancia/RD1344_2007-ingles.pdf	

	

XI.3.	Internet	based	sources,	publications	and	reports		
	

1. European	 Medicines	 Agency.	 (2016).	 ‘The	 European	 regulatory	 system	 for	

medicines	-A	consistent	approach	to	medicines	regulation	across	the	European	Union’	

(No.	 716925).	 https://www.ema.europa.eu/en/documents/leaflet/european-

regulatory-system-medicines-european-medicines-agency-consistent-approach-

medicines_en.pdf		



214 
 

2. European	Observatory	on	Health	Systems	and	Policies.	(2004).	Regulating	

pharmaceuticals	in	Europe:	striving	for	efficiency,	equity	and	quality	(F.	J,	M.	McKee,	E.	

Mossialos,	&	R.	B.	Saltman,	Eds.).	Open	University	Press.	

https://www.euro.who.int/__data/assets/pdf_file/0008/98432/E83015.pdf	

3. Report	from	the	commission	to	the	European	Parliament,	the	Council	and	the	

European	Economic	and	Social	Committee	Fourth	report	on	the	application	of	Council	

Directive	85/374/EEC	of	25	July	1985	on	the	approximation	of	the	laws,	regulations	

and	administrative	provisions	of	the	Member	States	concerning	liability	for	defective	

products	amended	by	Directive	1999/34/EC	of	the	European	Parliament	and	of	the	

Council	 of	 10	 May	 1999;	 Source:	 https://eur-lex.europa.eu/legal-

content/EN/TXT/PDF/?uri=CELEX:52011DC0547&from=EN			

4. “Expert	review	and	proposals	for	monitoring	trends	in	health	inequalities	in	

the	EU”,	Contract	n°	SANCO/2008/C4/04	–	Lot	1	(SI2.530184)	which	was	funded	&	

supervised	 by	 the	 European	Commission	 and	 the	Directorate-General	 of	Health	&	

Consumers	(DG	SANCO).	

5. World	Health	Organization.	(2020).	International	Conference	of	Drug	

Regulatory	Authorities.	

https://www.who.int/medicines/areas/quality_safety/regulation_legislation/icdra

/en/	

6. The	International	Council	for	Harmonisation	of	Technical	Requirements	for	

Pharmaceuticals	for	Human	Use.	ICH	Guidelines.	

http://www.ich.org/products/guidelines.html				

7. Report	for	the	Commission	of	the	European	Communities	on	the	application	

of	 Directive	 85/374/EEC	 on	 liability	 for	 defective	 products,	 Study	 Contract	 No,	

ETD/93/B5-3000/MI/06,	

8. Mahlich,	 J.,	 &	 Eger,	 S.	 (2013).	 Pharmaceutical	 Regulation	 in	 Europe	 and	 Its	

Impact	on	Corporate	R&D.	Value	in	Health,	16(7).	Doi:	10.1016/j.jval.2013.08.955			

9. Medicines	 and	 Healthcare	 products	 Regulatory	 Agency.	 (2021).	 GOV.UK.	

https://www.gov.uk/government/organisations/medicines-and-healthcare-

products-regulatory-agency		



215 
 

10. Essential	 Medicines	 and	 Health	 Products	 Information	 Portal.	 (2019).	 World	

Health	 Organization	 Essential	 Medicines	 and	 Health	 Products	 Information	 Portal.	

https://digicollections.net/medicinedocs/		

11. Bergkamp,	L.	(2015).	Is	There	a	Defect	in	the	European	Court’s	Defect	Test?	

Musings	about	Acceptable	Risk.	European	Journal	of	Risk	Regulation,	6(2),	309–322.	

http://www.jstor.org/stable/24769667	

12. Legal	framework	governing	medicinal	products	for	human	use	in	the	EU.	(2021).	

Public	 Health	 –	 European	 Commission.	 https://ec.europa.eu/health/human-

use/legal-framework_en	

13. EU	Internal	Market,	Medical	Devices.	(2020).	European	Commission.	

https://ec.europa.eu/growth/sectors/medical-devices/regulatory-framework_en			

14. Spanish	Agency	for	Medicines	and	Health	Products.	AEMPS.	

https://www.aemps.gob.es/en/laAEMPS/enlaces/home.htm	

15. French	National	Agency	for	the	Safety	of	Medicine	and	Health	Products.	ANSM.	

https://www.ansm.sante.fr	

16. Federal	Institute	for	Drugs	and	Medical	Devices.	BFARM.	

https://www.bfarm.de/DE/Home/home_node.html;	

17. Italian	Medicines	Agency.	AIFA.GOV.	http://www.agenziafarmaco.gov.it	

18. Eger,	S.,	&	Mahlich,	J.	C.	(2014).	Pharmaceutical	regulation	in	Europe	and	its	

impact	 on	 corporate	 R&D.	Health	 Economics	 Review,	4(1).	

https://doi.org/10.1186/s13561-014-0023-5	

19. EudraLex	–	Volume	1	–	Pharmaceutical	legislation	for	medicinal	products	for	

human	use.	(2021).	Public	Health	–	European	Commission.	

https://ec.europa.eu/health/documents/eudralex/vol-1_en	

20. Langley,	 C.	 A.	 (2013).	 PHARMACY	 LEGISLATION:	 PUBLIC	 PROTECTOR	 OR	

PROFESSIONAL	 HINDRANCE?	 Medical	 Law	 Review,	 22(1),	 87–108.	

https://doi.org/10.1093/medlaw/fwt037		

21. Gibson,	S.	G.,	&	Lemmens,	T.	(2014).	Niche	Markets	and	Evidence	Assessment	

in	Transition:	A	Critical	Review	of	Proposed	Drug	Reforms.	Medical	Law	Review,	

22(2),	200–220.	https://doi.org/10.1093/medlaw/fwu005		



216 
 

22. S.	Berne,	A.	(2019).	Event	Report	-	Big	Data	in	the	Pharmaceutical	Sector.	

European	Pharmaceutical	Law	Review,	3(1),	37–45.	

https://doi.org/10.21552/eplr/2019/1/9		

23. Magnusson,	R.	(2009).	Public	Health	Law:	Power,	Duty,	Restraint.	Medical	Law	

Review,	17(3),	477–491.	https://doi.org/10.1093/medlaw/fwp013		

24. Kjeldahl	Bjerregaard	Bjerrum,	E.,	&	Dræbye	Gantzhorn,	M.	(2019).	The	Danish	

Healthcare	Reform	Agreement.	European	Pharmaceutical	Law	Review,	3(1),	11–15.	

https://doi.org/10.21552/eplr/2019/1/5		

25. Fox,	M.,	&	Thomson,	M.	(2012).	REALISING	SOCIAL	JUSTICE	IN	PUBLIC	

HEALTH	LAW.	Medical	Law	Review,	21(2),	278–309.	

https://doi.org/10.1093/medlaw/fws036		

26. Regniault,	A.,	&	Maurer,	A.	 (2018).	France	 ∙	French	Health	Product	Liability	

Law:	 An	 Overview.	 European	 Pharmaceutical	 Law	 Review,	 2(4),	 203–209.	

https://doi.org/10.21552/eplr/2018/4/7		

27. Hoekstra,	J.,	&	Sauter,	W.	(2018).	What	Standard	for	Excessive	Pricing	in	EU	

law?	A	Discussion	of	the	Competition	Appeal	Tribunal’s	Judgment	in	the	Pfizer/Flynn	

v	 CMA	 Case.	 European	 Pharmaceutical	 Law	 Review,	 2(4),	 215–221.	

https://doi.org/10.21552/eplr/2018/4/9		

28. N	Kriketou,	V.	(2019).	CJEU	C-423/17:	Carve-out	Limits	the	Scope	of	

Marketing	Authorisation	of	Generic	Medicines.	European	Pharmaceutical	Law	

Review,	3(1),	46–49.	https://doi.org/10.21552/eplr/2019/1/10		

29. New	 EU	 Pharmaceutical	 Law	 and	 Policy.	 (2019).	 European	 Pharmaceutical	

Law	Review,	3(1),	53.	https://doi.org/10.21552/eplr/2019/1/12	

30. Röttger-Wirtz,	S.	(2018).	The	EMA	Access	to	Documents	Policy	Put	to	Trial.	

European	Pharmaceutical	Law	Review,	2(2),	108–115.	

https://doi.org/10.21552/eplr/2018/2/9		

31. Christiani	Havemann,	M.,	&	Aagaard,	L.	(2019).	Medicine	Subsidy	and	Pricing	

in	the	Danish	Outpatient	Sector.	European	Pharmaceutical	Law	Review,	3(1),	16–23.	

https://doi.org/10.21552/eplr/2019/1/6		



217 
 

32. Ana	Garagancea,	L.,	&	Fürst,	W.	 (2019).	Legal	 Impact	Assessment	of	Brexit:	

Clinical	 Trials	 Data	 Exchange	 and	 Data	 Protection.	 European	 Pharmaceutical	 Law	

Review,	3(1),	24–30.	https://doi.org/10.21552/eplr/2019/1/7		

33. Brooks,	E.	(2017).	Research	Handbook	on	EU	Health	Law	and	Policy.	Medical	

Law	Review,	26(1),	165–176.	https://doi.org/10.1093/medlaw/fwx055		

34. Farrell,	A.	M.,	Hervey,	T.,	&	McHale,	J.	(2005).	Health	Law	and	the	European	

Union.	Medical	Law	Review,	13(3),	430–434.	

https://doi.org/10.1093/medlaw/fwi026		

35. Farrell,	A.	M.	(2005).	Health	Law	and	the	European	Union.	Medical	Law	Review,	

13(3),	430–434.	https://doi.org/10.1093/medlaw/fwi026		

36. Davies,	L.	(2005).	PHILIP	W.	GRUBB,	Patents	for	Chemicals,	Pharmaceuticals	

and	 Biotechnology:	 Fundamentals	 of	 Global	 Law,	 Practice	 and	 Strategy,	 4th	 edn,	

Oxford	University	Press,	Oxford,	2004,	Hardback,	511	pp.,	59.	Medical	Law	Review,	

13(3),	424–430.	https://doi.org/10.1093/medlaw/fwi025		

37. Verschraegen,	G.,	Vanhercke,	B.,	&	Verpoorten,	R.	(2011).	The	European	

Social	Fund	and	domestic	activation	policies:	Europeanization	mechanisms.	Journal	

of	European	Social	Policy,	21(1),	55–72.	

https://doi.org/10.1177/0958928710385733	

38. State	 of	 Health	 in	 the	 EU:	 Overview.	 (2021).	 Public	 Health	 -	 European	

Commission.	https://ec.europa.eu/health/state/summary_en		

39. Country	health	profiles.	(2021).	European	Observatory	on	Health	Systems	and	

Policies.	https://eurohealthobservatory.who.int/publications/country-health-

profiles?meetingreporttypes=9855037d-eec6-401c-96c0-

fb8da850e936&meetingreporttypes-hidden=true		

40. European	Commission,	Coffey	International	Development,	SQW,	&	

Economisti	Associati.	(2017).	Mid-	term	Evaluation	of	the	third	Health	Programme	

(2014	–	2020)	(B-1049).	Publications	Office	of	the	European	Union.	

https://doi.org/10.2875/359384		

41. McKenna,	 C	 &	 Andersen	 Consulting.	 (2000).	Evaluation	 of	 the	 Operation	 of	

Community	Procedures	for	the	Authorisation	of	Medicinal	Products.	



218 
 

42. Natsis,	Y.	(2021).	The	Top	5	Issues	in	Medicines	Policy	for	2019.	EPHA.	

https://epha.org/the-top-5-issues-in-medicines-policy-for-2019/			

43. ‘T	Hoen,	E.	(2019).	European	Pharmaceutical	Legislation	Needs	Exceptions	to	

Data	 and	 Market	 Exclusivity	 to	 Protect	 European	 Patients	 from	 High	 Drug	 Prices.	

Medicines	 Law	 &	 Policy.	 https://medicineslawandpolicy.org/2018/05/european-

pharmaceutical-legislation-needs-exceptions-to-data-and-market-exclusivity-to-

protect-european-patients-from-high-drug-prices/		

44. European	Medicines	Agency.	(2017).	“Orphan	Medicines	in	the	EU	,	leaving	no	

patient	behind	“.	https://www.ema.europa.eu/en/news/orphan-medicines-eu-

leaving-no-one-behind	

45. ICLG	–	Product	liability	laws	and	regulations	–	Spain,	

https://iclg.com/practice-areas/product-liability-laws-and-regulations/spain		

46. European	Medicines	Agency.	(2021)	Funding.	

https://www.ema.europa.eu/en/about-us/how-we-work/governance-

documents/funding	

47. CJEU’s	decision	in	case	Abraxis	–	Bioscience	C-443/17	

https://www.carpmaels.com/cjeu-judgment-abraxis-bioscience-c-443-17/	

48. Karanovic	&	Partners.	(2019).	Trends	in	Liability	for	Defective	Products	

Involving	Vaccines.	CEE	Legal	Matters	Magazine,	6.6.	

https://www.lexology.com/library/detail.aspx?g=5002f85b-c24e-44a5-af08-

cd2bb957f0a2		

49. European	Medicines	Agency	.	The	European	regulatory	system	for	medicines.	

A	consistent	approach	to	medicines	regulation	across	the	European	Union	

https://www.ema.europa.eu/en/documents/leaflet/european-regulatory-system-

medicines-european-medicines-agency-consistent-approach-medicines_en.pdf		

50. Kerrels,	J.	L.,	Benbella,	D.,	&	Lebedeva,	T.	(2021).	Medicinal	product	regulation	

and	 product	 liability	 in	 the	 EU:	 overview.	 Thomson	 Reuters.	

https://uk.practicallaw.thomsonreuters.com/6-617-

0489?transitionType=Default&contextData=(sc.Default)&firstPage=true&bhcp=1		



219 
 

51. ECA	Academy.	(2020).	New	EU/EMA	planned	Actions	in	the	Context	of	the	

COVID-19	Pandemic.	ECA	Academy.	https://www.gmp-compliance.org/gmp-

news/new-eu-ema-planned-actions-in-the-context-of-the-cov19-pandemic		

52. ECA	 Academy.	 (2020).	 Postponement	 of	 the	 Medical	 Devices	 Regulation	 -	

Notified	 Body	 Team	 Statement.	 https://www.gmp-compliance.org/gmp-

news/postponement-of-the-medical-devices-regulation-notified-body-team-

statement	

53. Tschammler,	D.,	Grieb,	J.,	&	Rau,	S.	(2020).	COVID-19	–	Legal	Implications	for	

Pharmaceutical	and	Medical	Device	Companies	in	Germany.	McDermott	Will	&	Emery.	

https://www.mwe.com/insights/covid-19-legal-implications-for-pharmaceutical-

and-medical-device-companies-in-germany/		

54. ECA	 Academy.	 (2020).	 Information	 on	 the	 Medical	 Devices	 Regulation.	

https://www.gmp-compliance.org/gmp-news/information-on-the-medical-devices-

regulation			

55. Hughes,	R.	(2018).	Is	the	EU	Product	Liability	Directive	still	fit	for	purpose?	

BioSlice	Blog.	https://www.biosliceblog.com/2018/05/eu-product-liability-

directive-still-fit-purpose/		

56. Rehmann,	W.,	&	Heimhalt,	D.	(2016).	Product	Liability	for	Medicines	and	

Medical	Devices	in	the	European	Union.	Taylor	Wessing	LLP.	

https://www.taylorwessing.com/synapse/ti-eu-medical-product-liability.html		

57. Williams,	 A.,	 &	 Fox,	 T.	 (2021).	 Product	 liability	 laws	 and	 regulations	 2020.	

International	 Comparative	 Legal	 Guides.	 https://iclg.com/practice-areas/product-

liability-laws-and-regulations/1-european-product-liability-update		

58. Heads	 of	 Medicines	 Agencies	 &	 European	 Medicines	 Agency.	 (2015).	 EU	

Medicines	 Agencies	 Network	 Strategy	 to	 2020:	Working	 together	 to	 improve	 health	

(EMA/MB/151414/2015).	 https://www.hma.eu/fileadmin/dateien/HMA_joint/02-

_HMA_Strategy_Annual_Reports/08_HMA_Publications/2015_12_Adopted_EU_Medi

cines_Agencies_Network_Strategy_to_2020.pdf		

59. Heads	of	Medicines	Agencies.	(2016).	EU	Medicines	Agencies	Network	

Strategy	to	2020	Heads	of	Medicines	Agencies	(HMA)	Multi-annual	Work	Plan.	



220 
 

https://www.hma.eu/fileadmin/dateien/HMA_joint/00-_About_HMA/01-

HMA_MG_and_PS/2016_02_HMA_Joint_Mult_Annual_Work_Plan.pdf		

60. European	 Medicines	 Agency.	 (2018).	 Annual	 Report	 2018	 :	 The	 European	

Medicine	 Agency’s	 contribution	 to	 science,	 medicine	 and	 health	 in	 2018.	

https://www.ema.europa.eu/en/documents/annual-report/2018-annual-report-

european-medicines-agency_en.pdf	

61. European	Commission.	(2018).	Report	from	the	Commission	to	the	European	

Parliament,	 the	 Council	 and	 the	European	Economic	 and	 Social	 Committee	 on	 the	

Application	of	 the	Council	Directive	on	the	approximation	of	 the	 laws,	regulations,	

and	administrative	provisions	of	the	Member	States	concerning	liability	for	defective	

products	(85/374/EEC)	(COM/2018/246)	

62. Evaluation	 of	 Council	 Directive	 85/374/EEC	 of	 25	 July	 1985	 on	 the	

approximation	of	the	laws,	regulations	and	administrative	provisions	of	the	Member	

States	concerning	liability	for	defective	products		

63. Martin	 Casals,	M.,	&	Valverde,	 J.	 L.	 (2018).	 Pharmaceutical	 product	 liability	

systems:	Regulatory	models	and	Challenges.	Pharmaceuticals	Policy	and	Law,	20(1–

4),	1–3.	https://doi.org/10.3233/ppl-180474		

64. Cabezas,	M.	D.	(2017).	Pharmaceuticals	liability	for	defective	products	in	

Spain.	Pharmaceuticals	Policy	and	Law,	19(1–2),	87–102.	

https://doi.org/10.3233/ppl-170447		

65. Magnus,	U.	(2018).	Product	liability	for	medicinal	pharmaceuticals	in	

Germany.	Pharmaceuticals	Policy	and	Law,	20(1–4),	103–114.	

https://doi.org/10.3233/ppl-180470		

66. Fairgrieve,	D.,	&	Howells,	G.	(2007).	Rethinking	Product	Liability:	A	Missing	

Element	in	the	European	Commission’s	Third	Review	of	the	European	Product	

Liability	Directive.	Modern	Law	Review,	70(6),	962–978.	

https://doi.org/10.1111/j.1468-2230.2007.00672.x		

67. Hanne,	S.	(2010).	Case	law	on	pharmaceutical	trade	marks	from	the	Court	of	

Justice	of	the	European	Union.	Journal	of	Intellectual	Property	Law	&	Practice,	6(1),	

43–50.	https://doi.org/10.1093/jiplp/jpq152	



221 
 

68. Swens,	O.,	&	van	der	Beek,	C.	(2019).	What	Innovative	Pharmaceutical	

Research	is	Protected	under	the	SPC-Regime?	A	Discussion	of	the	ECJ’s	Decision	in	

the	Abraxis	Case.	European	Pharmaceutical	Law	Review,	3(2),	95–100.	

https://doi.org/10.21552/eplr/2019/2/8		

69. Jurisdiction.	 (2019).	 European	 Pharmaceutical	 Law	 Review,	 3(2),	 101–103.	

https://doi.org/10.21552/eplr/2019/2/9		

70. Handorn,	B.,	&	Jakobs,	I.	(2018).	Germany	∙	Liability	for	Medicinal	Products	and	

the	Right	 to	Disclosure	under	German	Law.	European	Pharmaceutical	Law	Review,	

2(3),	155–166.	https://doi.org/10.21552/eplr/2018/3/7		

71. Hull,	 D.	 W.	 (2010).	 The	 Application	 of	 EU	 Competition	 Law	 in	 the	

Pharmaceutical	Sector.	 Journal	of	European	Competition	Law	&	Practice,	1(5),	429–

437.	https://doi.org/10.1093/jeclap/lpq043		

72. Goldberg,	R.	(2002).	Paying	for	Bad	Blood:	Strict	Product	Liability	after	the	

Hepatitis	C	Litigation.	Medical	Law	Review,	10(2),	165–200.	

https://doi.org/10.1093/medlaw/10.2.165		

73. Whittaker,	 S.	 (1985).	 The	 EEC	 Directive	 on	 Product	 Liability.	 Yearbook	 of	

European	Law,	5(1),	233–286.	https://doi.org/10.1093/yel/5.1.233		

74. Herr,	G.,	Natz,	A.,	&	van	Haselen,	R.	(2019).	The	Coherency	of	Regulatory	

Requirements	for	Homeopathic	Medicinal	Products	in	the	EU	and	the	EAEU.	

European	Pharmaceutical	Law	Review,	3(2),	58–72.	

https://doi.org/10.21552/eplr/2019/2/4		

75. von	Czettritz,	P.,	&	Meier,	A.	(2019).	Off-Label	Use	Reimbursement:	A	Review	

of	the	Status	Quo	in	the	Context	of	the	Recent	Novartis/AIFA	Case.	European	

Pharmaceutical	Law	Review,	3(2),	73–81.	https://doi.org/10.21552/eplr/2019/2/5		

76. van	der	Kraan,	F.,	&	Sauter,	W.	(2019).	A	Spoonful	of	Sugar	Makes	the	

Medicine	go	Down:	Pay	for	Delay	and	Market	Definition	in	the	Servier	Judgment.	

European	Pharmaceutical	Law	Review,	3(2),	86–94.	

https://doi.org/10.21552/eplr/2019/2/7		

77. Porxas,	N.,	&	Losada,	I.	(2020).	The	Assessment	of	the	‘Significant	Benefit’	in	

the	Orphan	Designation	Procedure:	Case	T-733/17	GMPO.	European	Pharmaceutical	

Law	Review,	4(1),	71–76.	https://doi.org/10.21552/eplr/2020/1/10		



222 
 

78. M	Gassner,	U.,	&	Juknat,	U.	(2019).	Regulatory	Approaches	to	AI	in	Medical	

Practice.	European	Pharmaceutical	Law	Review,	3(4),	176–183.	

https://doi.org/10.21552/eplr/2019/4/8		

79. Kiseleva,	A.	(2020).	AI	as	a	Medical	Device:	Is	it	Enough	to	Ensure	

Performance	Transparency	and	Accountability?	European	Pharmaceutical	Law	

Review,	4(1),	5–16.	https://doi.org/10.21552/eplr/2020/1/4		

80. EduraVigilnce	 –	 European	 database	 of	 suspected	 adverse	 drug	 reaction	

reports.	 The	 Edura	 Vigilance	 data	 base	 on	 reporting	 medicine’s	 side	 effects.	

https://www.adrreports.eu/		

81. KLIKA,	C.,	KAEDING,	M.,	&	SCHMÄLTER,	J.	(2017).	The	EU	Pharmacovigilance	

System	 and	 Adverse	 Drug	 Reaction	 Reporting	 in	 Practice:	 A	 Critical	 Assessment.	

European	 Journal	 of	 Risk	 Regulation,	 8(4),	 772–778.	

https://doi.org/10.1017/err.2017.67		

82. Baretić	M.	(2013)	Product	Liability	in	Medicine.	In:	Beran	R.	(eds)	Legal	and	

Forensic	 Medicine.	 Springer,	 Berlin,	 Heidelberg.	 https://doi.org/10.1007/978-3-

642-32338-6_56	

83. Pilgerstorfer,	M.	(2017).	European	Product	Liability	after	Boston	Scientific:	

An	Assessment	of	the	Court’s	Judgment	on	Defect,	Damage	and	Causation.	European	

Business	Law	Review,	28(9),	879–910.	

https://kluwerlawonline.com/journalarticle/European+Business+Law+Review/28.

6/EULR2017046		

84. Verheyen,	T.	(2018).	Full	Harmonization,	Consumer	Protection	and	Products	

Liability:	A	Fresh	Reading	of	the	Case	Law	of	the	ECJ.	European	Review	of	Private	

Law,	26(1),	119–140.	

https://kluwerlawonline.com/journalarticle/European%2BReview%2Bof%2BPriv

ate%2BLaw/26.1/ERPL2018006		

85. Reich,	N.	(2016).	‘Product	Liability	and	Beyond:	An	Exercise	in	‘Gap-Filling.’	

European	Review	of	Private	Law,	(3),	619–643.	

https://doi.org/https://kluwerlawonline.com/journalarticle/European+Review+of

+Private+Law/24.3/ERPL2016038	



223 
 

86. Verheyen,	 T.	 (2019).	Modern	 Theories	 of	 Product	Warnings	 and	 European	

Product	 Liability	 Law.	 Utrecht	 Law	 Review,	 15(3),	 108–120.	

https://doi.org/10.36633/ulr.541			

87. Ragucci,	G.	(2021).	The	Italian	Criminal	Court	of	Rome:	The	Latest	Chapter	of	

the	 Avastin-Lucentis	 Saga.	 European	 Pharmaceutical	 Law	 Review,	 4(4).	

https://doi.org/https://doi.org/10.21552/eplr/2020/4/8			

88. Goudkamp,	J.	(2018).	Pharmaceutical	products	liability	in	the	United	Kingdom.	

Pharmaceuticals	Policy	and	Law,	20,	115–129.	https://doi.org/10.3233/PPL-180469		

89. Jacquemin,	 Z.	 (2018).	 Pharmaceuticals	 product	 liability	 in	 France.	

Pharmaceuticals	Policy	and	Law,	20	(1-4),	89–102.		

90. Koch,	 B.	 (2018).	 The	 development	 risk	 defense	 of	 the	 EC	 Product	 Liability	

Directive.	Pharmaceuticals	Policy	and	Law,	20.	163-176.	

91. Casals,	M.	 (2018).	 ‘Some	 Comparative	 Remarks	 on	 Pharmaceutical	 Product	

Liability’.	Pharmaceuticals	Policy	and	Law	20	(1-4),	5-22	

92. Feliu,	J.	S.	(2018).	‘Pharmaceutical	Product	Liability	in	Spain’.		Pharmaceuticals	

Policy	and	Law	20	(1-4),	143-161	

93. Reimann,	M.	(2003).	Liability	 for	Defective	Products	at	the	Beginning	of	the	

Twenty-First	Century:	Emergence	of	a	Worldwide	Standard?	The	American	Journal	of	

Comparative	Law,	51(4),	751–838.	

94. Gallage-Alwis,	S.	(2020).	Product	Liability	Cases	in	Civil	Law	Countries:	A	Pro-

Plaintiff	Approach.	Defense	Counsel	Journal,	87(2).	

95. KNOETZL.	“Failure	to	Warn”	in	Pharmaceutical	Product	Liability	Cases.	(2018).	

https://knoetzl.com/failure-to-warn-in-pharmaceutical-product-liability-

cases/?utm_source=Mondaq&utm_medium=syndication&utm_campaign=LinkedIn-

integration.		

96. Belton	 K.	 J.	 (1997).	 Attitude	 survey	 of	 adverse	 drug-reaction	 reporting	 by	

health	 care	 professionals	 across	 the	 European	 Union.	 The	 European	

Pharmacovigilance	 Research	 Group.	European	 journal	 of	 clinical	

pharmacology,	52(6),	423–427.	https://doi.org/10.1007/s002280050314		

97. Persson,	L.,	&	Westerhäll,	L.	 (1997).	Pharmaceutical	 Injury	 Insurance	 in	 the	

Nordic	countries	–	an	alternative	to	the	traditional	law	of	tort.	International	Journal	



224 
 

of	 Risk	 and	 Safety	 in	Medicine,	10(3),	 147–185.	 https://doi.org/10.3233/jrs-1997-

10302		

98. Faeh,	L.	(2013).	 ‘A	Single	European	Pharmaceutical	Market:	Does	Maximum	

Harmonization	Enhance	Medicinal	Product	Innovation?’.	Pharmaceuticals	Policy	and	

Law	15	(1-2),	7-27.	

99. Valverde,	J.	(2010).	Stop	losing	ground	in	pharmaceutical	innovation	in	the	EU.	

Pharmaceuticals,	Policy	and	Law	12(3,4).	https://doi.org/10.3233/ppl-2010-0295	

100. European	 Medicines	 Agency.	 (2011).	 Pandemic	 report	 and	 lessons	

learned.	Outcome	of	the	European	Medicines	Agency’s	activities	during	the	2009	(H1N1)	

flu	 pandemic.	 https://www.ema.europa.eu/en/documents/report/pandemic-

report-lessons-learned-outcome-european-medicines-agencys-activities-during-

2009-h1n1-flu_en.pdf	

101. European	Medicines	Agency.	(2020).	Pharmacovigilance	Plan	of	the	EU	

Regulatory	Network	for	COVID-19	Vaccines.	

https://www.ema.europa.eu/en/documents/other/pharmacovigilance-plan-eu-

regulatory-network-covid-19-vaccines_en.pdf		

102. Salgueiro,	 M.	 Esther,	 Jimeno,	 Francisco	 J.,	 Aguirre,	 Carmelo,	 García,	

Montserrat,	Ordóñez,	Lucía,	&	Manso,	Gloria.	(2013).	Direct	notification	by	patients	

of	 adverse	 drug	 reactions	 in	 Spain.	Hospital	 Pharmacy	,	37	(1),	 65-

71.	https://dx.doi.org/10.7399/FH.2013.37.1.121		

103. The	 reorganisation	 of	 European	 pharmacovigilance.	 Part	 2.	 From	

spontaneous	 reports	 to	 agency	 reviews	 and	 decisions.	 (2015).	Prescrire	

international,	24(157),	50–54.	

104. Laroche,	M.	L.,	Batz,	A.,	Géniaux,	H.,	Féchant,	C.,	Merle,	L.,	&	Maison,	P.	

(2016).	 Pharmacovigilance	 in	 Europe:	 Place	 of	 the	 Pharmacovigilance	 Risk	

Assessment	 Committee	 (PRAC)	 in	 organisation	 and	 decisional	

processes.	Therapie,	71(2),	161–169.	https://doi.org/10.1016/j.therap.2016.02.008		

105. Borg,	 J.	 J.,	 Aislaitner,	 G.,	 Pirozynski,	 M.,	 &	 Mifsud,	 S.	 (2011).	

Strengthening	 and	 rationalizing	 pharmacovigilance	 in	 the	 EU:	 where	 is	 Europe	

heading	 to?	 A	 review	 of	 the	 new	 EU	 legislation	 on	 pharmacovigilance.	Drug	

safety,	34(3),	187–197.	https://doi.org/10.2165/11586620-000000000-00000		



225 
 

106. Dathe,	K.,	&	Schaefer,	C.	(2018).	Drug	safety	in	pregnancy:	the	German	

Embryotox	 institute.	European	 journal	 of	 clinical	 pharmacology,	74(2),	 171–179.	

https://doi.org/10.1007/s00228-017-2351-y		

107. Laven,	A.,	Schmitz,	K.,	&	Franzen,	W.	H.	(2018).	Reporting	adverse	drug	

reactions:	 contribution,	 knowledge	 and	 perception	 of	 German	 pharmacy	

professionals.	 International	 Journal	 of	 Clinical	 Pharmacy,	 40(4),	 842–851.	

https://doi.org/10.1007/s11096-018-0671-3		

108. European	Commission.	(2008).	“Strengthening	pharmacovigilance	to	

reduce	adverse	effects	of	medicines”.	

https://ec.europa.eu/commission/presscorner/detail/en/MEMO_08_782		

109. European	Medicines	Agency.	(2019).	Annual	Report	2019:	The	

European	Medicine	Agency’s	contribution	to	science,	medicine	and	health	in	2019.	

https://www.ema.europa.eu/en/documents/annual-report/2019-annual-report-

european-medicines-agency_en.pdf		

110. Pharmacovigilance	legislation.	(2020).	European	Medicines	Agency.	

https://www.ema.europa.eu/en/pharmacovigilance-legislation		

	

111. Pharmacovigilance:	Overview.	(2021).	European	Medicines	Agency.	

https://www.ema.europa.eu/en/human-regulatory/overview/pharmacovigilance-

overview		

112. Good	pharmacovigilance	practices.	(2021).	European	Medicines	

Agency.	https://www.ema.europa.eu/en/human-regulatory/post-

authorisation/pharmacovigilance/good-pharmacovigilance-practices		

113. EduraVigilance	–	European	database	of	suspected	adverse	drug	reaction	

reports.	European	Medicines	Agency.	https://www.adrreports.eu/	

114. European	 Medicines	 Agency.	 (2014).	 One-year	 report	 on	 human	

medicines	pharmacovigilance	tasks	of	the	European	Medicines	Agency	(No.	171322).	

https://ec.europa.eu/health/sites/default/files/files/pharmacovigilance/2014_ema

_oneyear_pharmacov_en.pdf		



226 
 

115. Referral	procedures.	(2020).	European	Medicines	Agency.	

https://www.ema.europa.eu/en/human-regulatory/post-authorisation/referral-

procedures		

116. French	National	Agency	for	the	Safety	of	Medicine	and	Health	

Products	–	ANSM.	(2020).	Summary	Annual	report	2019.	

https://archiveansm.integra.fr/var/ansm_site/storage/original/application/5b45d

924d6c8c16361be4f2934dc4c2e.pdf		

117. French	National	Agency	for	the	Safety	of	Medicine	and	Health	

Products	–	ANSM.	(2015).	2015	Annual	report.		http://dev4-afssaps-

marche2017.integra.fr/var/ansm_site/storage/original/application/b3a8fcda3c62

1674d329f3245db4817b.pdf			

118. Mullard,	A.	(2012).	2011	in	reflection.	Nature	Reviews	Drug	Discovery,	

11(1),	6–8.	https://doi.org/10.1038/nrd3643		

119. BBC	News.	(2021,	March	29).	Mediator	drug:	French	pharmaceutical	

firm	fined	over	weight	loss	pill.	https://www.bbc.com/news/world-europe-

56562909		

120. Ministerio	de	Sanidad,	Consumo	y	Bienestar	Social	–	Profesionales	–	

Legislación	–	LEY	25/1990,	DE	20	DE	DICIEMBRE,	DEL	MEDICAMENTO.	INDICE.	

(1990).	Ministerio	de	Sanidad,	Consumo	y	Bienestar	Social.	

https://www.mscbs.gob.es/profesionales/farmacia/legislacion/leyes/indice/home.

htm		

121. Lázaro,	E.,	Granados,	R.,	Madurga,	M.,	&	Spanish	Agency	of	Medicines	

and	Medical	Devices.	FEDRA	Spanish	Pharmacovigilance	Database.	Spanish	Agency	

for	Medicines	and	Health	Products	(AEMPS).	

https://www.aemps.gob.es/laAEMPS/eventos/medicamentos-uso-

humano/Farmacovigilancia/2008/docs/EudraVigilance-Information-

Day/presentacion.pdf?x79299		

122. LA	APLICACIÓN	FEDRA	(FARMACOVIGILANCIA	ESPAÑOLA	DATOS	DE	

LAS	 SOSPECHAS	 DE	 REACCIONES	 ADVERSAS)	 RECIBE	 EL	 PREMIO	 DE	 LA	

ASOCIACIÓN	@asLAN	EN	LA	CATEGORÍA	MEJORA	EN	LA	COMUNICACIÓN	CON	EL	

CIUDADANO.	 (2018).	 Agencia	 Española	 de	 Medicamentos	 y	 Productos	 Sanitarios	



227 
 

AEMPS.	

https://www.aemps.gob.es/informa/notasInformativas/laAEMPS/2018/docs/NI-

AEMPS_5-2018-premio-FEDRA.pdf?x34225		

123. Montero,	D.,	Madurga,	M.,	Palop,	R.,	Martín-Serrano,	G.,	&	de	Abajo,	F.	J.	

(1997).	Organization	of	Spanish	Pharmacovigilance	in	the	Multinational	Situation:	An	

Overview.	 Drug	 Information	 Journal,	 31(3),	 889–893.	

https://doi.org/10.1177/009286159703100331	

124. Fernandez-Fernandez,	C.,	Lázaro-Bengoa,	E.,	Fernández-Antón,	E.,	

Quiroga-González,	L.,	&	Montero	Corominas,	D.	(2020).	Quantity	is	not	enough:	

completeness	of	suspected	adverse	drug	reaction	reports	in	Spain—differences	

between	regional	pharmacovigilance	centers	and	pharmaceutical	industry.	

European	Journal	of	Clinical	Pharmacology,	76(8),	1175–1181.	

https://doi.org/10.1007/s00228-020-02894-0	

125. Aguirre,	C.,	&	García,	M.	(2016).	Evaluación	de	la	causalidad	en	las	

comunicaciones	de	reacciones	adversas	a	medicamentos.	Algoritmo	del	Sistema	

Español	de	Farmacovigilancia.	Medicina	Clínica,	147(10),	461–464.	

https://doi.org/10.1016/j.medcli.2016.06.012		

126. Regulation	4/2013	Pharmacovigilance	and	Guideline	2/2013	Reporting	

of	Adverse	Drug	Reactions	amended	by	Fimea	–	fimea	englanti.	(2013).	Finnish	

Medicines	Agency	Fimea.	https://www.fimea.fi/web/en/-/regulation-4-2013-

pharmacovigilance-and-guideline-2-2013-reporting-of-adverse-drug-reactions-

amended-by-fimea	

127. Fimea	has	amended	guidelines	for	reporting	adverse	reactions.	(2017).	

Finnish	Medicines	Agency	Fimea.	https://www.fimea.fi/web/en/-/fimea-has-

amended-guidelines-for-reporting-adverse-reactions	

128. Regulation	4/201:	Reporting	of	adverse	reactions.	(2013).	Finnish	

Medicines	Agency	Fimea.	

https://www.fimea.fi/documents/542809/842303/23512_Maarays_4_2013_EN.pd

f	

129. Guideline	1/2017	Reporting	of	Adverse	Reactions.	(2017),	Finnish	

Medicines	Agency	Fimea.	



228 
 

https://www.fimea.fi/documents/542809/842303/Ohje+1_2017+Haittavaikutuste

n+ilmoittaminen_FI_EN.pdf/ab1645e5-cb1e-54ed-f64b-61b887d0e5cd	

130. European	 Medicines	 Agency.	 (2019).	 Report	 on	 pharmacovigilance	

tasks	from	EU	Member	States	and	the	European	Medicines	Agency	(EMA),	2015-	2018.	

https://www.ema.europa.eu/en/human-

regulatory/overview/pharmacovigilance/legal-framework/implementation-

pharmacovigilance-legislation		

131. Hondius,	E.	(2001).	Comparative	medical	liability	in	Europe.	

Festschrift	Für	Hans	Stoll,	185–194.	

https://www.narcis.nl/publication/RecordID/oai%3Adspace.library.uu.nl%3A187

4%2F22840/uquery/Comparative%20medical%20liability%20in%20Europe%20/

id/1/Language/EN		

132. European	Consumer	Centre	(ECC)	Germany.	(2015).	Summary:	

Commercial	Warranties	–	Are	they	worth	the	money	?	Legal	guaranties	and	

commercial	warranties	on	consumer	goods	in	the	EU,	Iceland	and	Norway.	

https://www.evz.de/fileadmin/Media/PDF/EN/Summary-report_tableaux_EN.pdf		

133. Winfield,	P.	H.	(1926).	The	History	of	Negligence	in	the	Law	of	Torts.	

Law	Quarterly	Review,	42(2),	184–201.	

https://heinonline.org/HOL/LandingPage?handle=hein.journals/lqr42&div=20&id

=&page=		

134. Merriam-Webster.	(n.d.).	Res	ipsa	loquitur.	In	Merriam-Webster.com	

legal	dictionary.	Retrieved	November	4,	2021,	from	https://www.merriam-

webster.com/legal/res%20ipsa%20loquitur		

135. Reporting	a	quality	defect	to	EMA.	(2020,	May	13).	European	

Medicines	Agency.	https://www.ema.europa.eu/en/human-regulatory/post-

authorisation/compliance/quality-defects-recalls/reporting-quality-defect-ema		

136. Grünenthal.	https://www.grunenthal.com/en/about-us/history		

137. Valverde,	 J.	 L.	 (2007).	 Key	 issues	 in	 pharmaceuticals	 law.	

Pharmaceuticals	Policy	and	Law,	9(3–4),	296–319.		

138. Stahnisch,	 F.	W.	 (2009).	 François	Magendie	 (1783–1855).	 Journal	 of	

Neurology,	256(11),	1950–1952.	https://doi.org/10.1007/s00415-009-5291-3		



229 
 

139. User	Fee	Financial	Reports.	(2018).	U.S.	Food	and	Drug	Administration.	

https://www.fda.gov/about-fda/user-fee-reports/user-fee-financial-reports	

140. Lenze,	S.,	&	Vierheilig,	D.	 (2005).	Life	 tastes	good:	 the	German	Coca-

Cola	and	liquorice	litigation.	European	Product	Liability	Review,	21,	34–36.	

141. Masmoudi,	 K.,	 Gras-Champel,	 V.,	 Lemaire-Hurtel,	 A.	 S.,	 Masson,	 H.,	

Munier,	 A.,	 Geslin,	 J.	 M.,	 &	 Andréjak,	 M.	 (2005).	 Troubles	 extrapyramidaux	 sous	

véralipride	(Agréal),	traitement	symptomatique	des	bouffées	de	chaleur:	à	propos	de	

17	cas	[Extrapyramidal	adverse	effects	of	veralipride	(Agreal),	a	drug	used	to	treat	

hot	 flushes:	 a	 propos	 of	 17	 cases].	La	 Revue	 de	 medecine	 interne,	26(6),	 453–457.	

https://doi.org/10.1016/j.revmed.2005.02.004.	

142. National	 Office	 for	 the	 Compensation	 of	 Medical	 Accidents.	 (ONIAM).	

https://www.oniam.fr	

143. Medical	 Products	 Agency	 (Läkemedelsverket,	 LV).	 Regeringskansliet.	

https://www.government.se/government-agencies/medical-products-agency-

lakemedelsverket-lv/		

144. Dental	and	Pharmaceutical	Benefits	Agency		(Tandvårds-

ochläkemedelsförmånsverket).	(DPBA).	https://www.tlv.se/in-english.html		

145. Prime	Minister’s	Office.	(2021).	Sweden’s	National	Reform	Programme	

2021:	Report	on	the	national	implementation	of	the	European	Semester.	Government	

Offices	 of	 Sweden.	 https://www.government.se/reports/2021/05/swedens-

national-reform-programme-2021/		

146. Persson,	L.,	&	Westerhäll,	L.	(1997).	Pharmaceutical	Injury	Insurance	in	

the	 Nordic	 countries	 –	 an	 alternative	 to	 the	 traditional	 law	 of	 tort.	International	

Journal	of	Risk	and	Safety	in	Medicine,	10(3),	147–185.	https://doi.org/10.3233/jrs-

1997-10302		

147. Compensation	 claimants.	 (2021).	 Norsk	 Pasientskadeerstatning.	

https://www.npe.no/en/information-compensation-claimants/		

148. European	 Commission.	 (2018).	 Evaluation	 of	 Council	 Directive	

85/374/EEC	on	the	approximation	of	laws,	regulations	and	administrative	provisions	

of	the	Member	States	concerning	liability	for	defective	products	(ET-01-18-507-EN-N).	

Publications	Office	of	the	European	Union.	https://doi.org/10.2873/477640		



230 
 

149. The	European	Parliament.	(2021).	 	Motion	for	a	European	Parliament	

resolution	 on	 creating	 a	 European	 compensation	 fund	 for	 victims	 of	 the	 ‘COVID-19	

vaccines	(B9-0475/2021).	

150. European	 Commission.	 (2021).	 Proposal	 for	 a	 REGULATION	 OF	 THE	

EUROPEAN	PARLIAMENT	AND	OF	THE	COUNCIL	LAYING	DOWN	HARMONISED	RULES	

ON	 ARTIFICIAL	 INTELLIGENCE	 (ARTIFICIAL	 INTELLIGENCE	 ACT)	 AND	 AMENDING	

CERTAIN	UNION	LEGISLATIVE	ACTS	(COM/2021/206	final)	

151. European	Commission.	 (2020).	REPORT	FROM	THE	COMMISSION	TO	

THE	EUROPEAN	PARLIAMENT,	THE	COUNCIL	AND	THE	EUROPEAN	ECONOMIC	AND	

SOCIAL	 COMMITTEE	 Report	 on	 the	 safety	 and	 liability	 implications	 of	 Artificial	

Intelligence,	the	Internet	of	Things	and	robotics	(COM/2020/64	final).	

152. RIVM.	(2014).	Minds	Open	–	Sustainability	of	the	European	regulatory	

system	for	medicinal	products.	

https://ec.europa.eu/health/sites/default/files/files/committee/73meeting/rivm_r

eport_minds_open_sustainability_of_the_european_regulatory_system.pdf	

153. Scannell,	 J.	 W.,	 Blanckley,	 A.,	 Boldon,	 H.,	 &	 Warrington,	 B.	 (2012).	

Diagnosing	 the	 decline	 in	 pharmaceutical	 R&D	 efficiency.	Nature	 reviews.	 Drug	

discovery,	11(3),	191–200.	https://doi.org/10.1038/nrd3681	

154. European	 Medicines	 Agency	 (2021).	 Guidelines	 on	 good	

pharmacovigilance	practices	(GVP)	Introductory	cover	note,	last	updated	with	revision	

3	of	Module	XVI	on	risk	minimisation	measures	and	its	Addendum	II	on	methods	for	their	

effectiveness	evaluation	for	public	consultation.	

155. European	 Commission.	 (2008).	 Strengthening	 pharmacovigilance	 to	

reduce	 adverse	 effects	 of	 medicines	 (MEMO/08/782).	

https://ec.europa.eu/commission/presscorner/detail/en/MEMO_08_782		

156. European	Medicines	Agency	(2021).	Pharmacovigilance	Plan	of	the	EU	

Regulatory	Network	for	COVID-19	Vaccines	.	

157. European	Medicines	Agency.	(2020).	Pharmacovigilance	fees	payable	to	

the	 European	 Medicines	 Agency.	 https://www.ema.europa.eu/en/human-

regulatory/overview/fees/pharmacovigilance-fees-payable-european-medicines-

agency	



231 
 

158. Valverde,	J.	(2011).	Challenges	for	the	pharmaceuticals	Policy	in	the	EU.	

Pharmaceuticals,	 Policy	 and	 Law,	 13(1,2),	 1–5.	 https://doi.org/10.3233/ppl-2011-

0308	

	

XI.4. Case law  
	

1. Judgement	 of	 20th	 of	November	 2014,	Novo	Nordisk	 Pharma	GmbH	 v	 S,	 C	

310/13,	EU:C:2014:2385.	

2. Judgment	 of	 5th	 of	 March	 2015,	 Boston	 Scientific	 Medizintechnik	 GmbH,	

Joined	Cases	C-503/13	and	C-504/13,	EU:C:2015:148.	

3. Judgment	 of	 18th	 of	 October	 2011,	 Realchemie	 Nederland	 BV	 v	 Bayer	

CropScience	AG,	C-406/09,	EU:C:2011:668.	

4. Judgment	 of	 5th	 of	 October	 1995,	 The	 Queen	 v	 Licensing	 Authority	 of	 the	

Department	 of	 Health	 and	 Norgine	 Ltd,	 ex	 parte	 Scotia	 Pharmaceuticals	 Ltd.,	 C-

440/93,	EU:C:1995:307.	

5. Judgment	 of	 30	November	 1976,	Handelskwekerij	 G.	 J.	 Bier	 BV	 v	Mines	 de	

potasse	d'Alsace	SA,	C-21/76,	EU:C:1976:166.	

6. Judgment	 of	 the	 Court	 (Fifth	 Chamber)	 of	 16	 February	 2017	 —	 H&R	

ChemPharm	GmbH	v	European	Commission	(Case	C-95/15	P)	.	

7. CJEU	-	Judgment	of	10	January	2006	in	Case	C-402/03	[2006]	ECR	I-199.	

8. CJEU	-	Judgment	of	9	February	2006,	Case	C-127/04	[2006]	ECR	I-1313.	

9. CJEU	-	Judgment	of	2	December	2009,	Case	C-358/08	[2009]	ECR	I-11305.	

10. Centre	hospitalier	universitaire	de	Besançon	V	Thomas	Dutrueux	and	Caisse	

primaire	d’assurance	maladie	du	Jura	(Reference	for	a	preliminary	ruling	from	the	

Conseil	d’État	(France)),	Case	C-495/10.	

11. Medisanus	d.o.o.	v	Splošna	Bolnišnica	Murska	Sobota,	Case	C-296/15.	

12. N.	W	and	Others	v	Sanofi	Pasteur	MSD	SNC	and	Others,	Case	C-621/15	(2017)	

13. P-R	Commission	v	Artegodan	and	Others,	Case	C-39/03	[2003]	ECR	I-4485.	

14. Joined	Cases	C-629/15	P	and	C-630/15	P	Novartis	Europharm	Ltd.	



232 
 

15. Case	C-179/16	F	Hoffmann-La	Roche	v	Autoria	Garante	della	Concorrenza	e	

del	Mercato	[2018]	EU:C:2018:25,	CJEU	Judgment	of	14th	of	February	2019	in	Case	

C-423/17ECLI:EU:C:2019:125.	

16. Decision	 442/2011	 by	 the	 Supreme	 Court	 in	 Spain,	 17	 June,	 (LA	 LEY	

91051/2011).	

17. Pfizer	Inc.	and	Pfizer	Limited	v	Competition	and	Markets	Authority;		

18. Flynn	 Pharma	 Ltd	 and	 Flynn	 Pharma	 (Holdings)	 Ltd	 v	 Competition	 and	

Markets	Authority;	[2018]	CAT	11;		

19. Judgment	of	the	General	Court	(Ninth	Chamber,	Extended	Composition)	of	12	

December	2018	(Extracts).,	Servier	SAS	and	Others	v	European	Commission;	Case	T-

691/14.	ECLI	identifier:	ECLI:EU:T:2018:922	

20. PTC	 Therapeutics	 International	 Ltd	 v	 European	Medicines	 Agency,	 Case	 T-

718/15	 [2018]	 ECLI:EU:T:2018:66;	 MSD	 Animal	 Health	 Innovation	 GmbH	 and	

Intervet	 international	 BV	 v	 European	 Medicines	 Agency,	 Case	 T-729/15	 [2018]	

ECLI:EU:T:2018:67.	

21. Pari	 Pharma	 GmbH	 v	 European	Medicines	 Agency,	 Case	 T-235/15	 	 [2018]	

ECLI:EU:T:2018:65	

22. European	 Court	 of	 Justice.	H.	 Lundbeck	A/S	 and	 Lundbeck	 Ltd	 v	 European	

Commission,	Case	T-472/13		(8	Sept.	2016).	

23. Association	of	the	British	Pharmaceutical	Industry	v	Medicines	and	Healthcare	

Regulatory	Agency,	Case	C-	62/09		EU:C:2010:219.	

24. Merck	Sharp	Dohme	Corp	&	Anor	v	Teva	Pharma	BV	&	Anor	[2012]	EWHC	627.	

25. Opinion	 of	 the	 Advocate	 General	 Geelhoed,	 cases	 C-52/00	 and	 C-183/00,	

(delivered	on	18th	of	September	2001).		

26. Davies	v	Elli	Lilly	and	Co	[1987]	1	All	ER	801,	CA.	

27. CJEU	Cases	T-677/14,	T-679/14,	T-680/14,	T-682/14,	T-684/14,	T-691/14,	

T-701/14,	T-705/14		Servier	SAS	and	others	v	Commission	,	Judgments	of	the	Court	

of	12	December	2018.	

28. CJEU		Cases	T-460/13,	T-467/13,	T-469/13,	T-470/13,	T-471/13,	T-472/13	

Lundbeck,	Judgments	of	the	Court	of	8	September	2016.	



233 
 

29. AstraZeneca	AB	 v	 KRKA	DD	Novo	Mesto	 [2014]	 EWHC	84	 ;	 CJEU,	 	 Case	 C-

457/10	P		

30. AstraZeneca	v	Commission,	Judgment	of	the	Court	of	6	December	2012;	

31. Judgment	of	21	June	2017,	CJEU:	NW	&	Others	v	Sanofi	Pasteur	MSD,	Case	C-

621/15	(2017)	

32. Judgment	of	5	March	2015,	Joined	Cases	C-503/13	and	C-504/13	(2015)	

33. Judgment	of	the	Court	(Fourth	Chamber)	of	21	March	2019;	

34. Abraxis	Bioscience	LLC	v	Comptroller	General	of	Patents,	Case	C-443/17	

35. Judgment	of	the	Court	(Grand	Chamber)	of	21	December	2011	(reference	for	

a	 preliminary	 ruling	 from	 the	 Conseil	 d’État	 —	 France)	 —	 Centre	 hospitalier	

universitaire	de	Besançon	v	Thomas	Dutrueux,	Case	C-495/10	(2011)	

36. CJEU.	Judgment	of	4	June	2009,	Moteurs	Leroy	Somer	v	Dalkia	France,	Case	C-

285/08	(2009).		

37. Judgment	 of	 25	 April	 2002,	 Commission	 of	 the	 European	 Communities	 v	

French	Republic	Case	C-52/00.	128	CJEU-	Judgement	of	25	April	2002;		

38. María	Victoria	González	Sánchez	v	Medicina	Asturiana	SA,	Case	C-183/00.		

39. Judgment	of	The	Court	(Fourth	Chamber),	21	March	2019,	Abraxis	Bioscience	

LLC	v	Comptroller	General	of	Patents;		

40. Commission	v	Servier	and	Others,	Case	C-176/19	P;	

41. Judgment	of	the	Court	(First	Chamber)	of	16	October	2008.	The	Queen,	on	the	

application	of	Synthon	BV	v	Licensing	Authority	of	the	Department	of	Health,	Case	C-

452/06	(2008)	

42. Judgment	of	The	Court	(Fourth	Chamber),	Novo	Nordisk	Pharma	GmbH	v	S	(20	

November	2014)	

43. XYZ	&	others	v	Schering	Health	Care	Ltd	&	others	[2002]	EWHC	1420	

44. A	v	National	Blood	Authority	[2001]	3	All	ER	289	

45. Chester	v.	Afshar,	[2004]	UKHL	41	

46. Judgment	of	the	Court	(Second	Chamber)	of	21	June	2017	N.	W	and	Others	v	

Sanofi	Pasteur	MSD	SNC	and	Others:	Request	for	a	preliminary	ruling	from	the	Cour	

de	cassation	(France),	Case	C-621/15	(2017)	

47. STS	412/2014,	10	de	Julio	de	2014.	



234 
 

48. SAP	de	Málaga	de	24	de	Julio	de	2003	(AC	2003\1464)	

49. SAP	de	Madrid	de	10	de	Febrero	de	2009	(AC	2009/887)	

50. SAP	de	Madrid	de	30	de	Diciembre	de	2013	(AC	2012/567)	

51. ECJ,	 Commission	of	 the	European	Communities	 v.	 French	Republic,	 Case	C-

293/91	(1993).	

52. Drug	Injury	Comitee	case	Dnr	1979/02	(1979)	

53. Drug	Injury	Comitee	case	Dnr	1980/01	(1980)	

54. Drug	Injury	Comitee	case	Dnr	1984/01	(1984)	


