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How	do	pharmaceu7cals	enter	the	environment?	



History	of	Policy	Topic	Development	on	PIE	
(Pharmaceu7cals	in	the	Environment)	
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§  2013	–	Water	Framework	Direc3ve	requires	the	EU	COM	to	
develop	a	“strategic	approach	to	 	Pharmaceu3cals	in	the	
Environment	(PiE)	

§  2014	–	Commission	publishes	report	on	80	legisla3ve	and	non-
legisla3ve	op3ons	for	a	strategy	and	holds	a	workshop	with	
stakeholders	with	the	aim	of	priori3ze	between	the	op3ons		

§  Nov	2017:	EU	COM	publishes	public	consulta3on	for	ci3zens	(DL	
21	Feb	2018)	and	targeted	consulta3on	for	experts	(DL	21	Jan	
2018)	to	comment	the	30	strategy	op3ons	

§  Jan	and	Feb	2018	Industry	through	AESGP-EFPIA-MfE	submits	
responses	

§  Jun	2018	COM	is	expected	to	publish	the	strategic	approach	to	
enable	it	to	go	in	a	working	plan	of	current	COM.	



EU	COM	PIE	Strategy	–	Industry	Comments		
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§  Industry	supports	the	development	of	a	PIE	Strategy,	aiming	to	
iden3fy	and	fill	knowledge	gaps	and	exploring	how	to	protect	
the	environment,	while	safeguarding	access	to	effec3ve	
pharmaceu3cal	treatments.	

§  We	support	several	policy	op3ons	addressed	in	the	EU	COM	PIE	
Strategy	Consulta3on,	many	of	them	in	alignment	with	our	EPS	
ini3a3ve.	

§  Our	Eco-Pharmaco-Stewardship	(EPS)	lifecycle	approach	
presents:	
–  Extended	Environmental	Risk	Assessment	scheme	(eERA)	
–  Ways	for	introducing	improved	data	transparency	and	access	
–  Enhanced	implementa3on	of	medicines	waste	collec3on		
–  Promo3ng	research	areas	which	we	would	support	in	the	exis3ng	

programmes	(IMI	project	iPiE)	and	in	possible	new	research	projects.	
	



Cost	and	burden	might	be	unpropor7onal	to	the	benefit	and	may	jeopardise		pa7ent	access	to	
medicines.		

PIE	is	a	highly	poli7cal,	value-based	topic,	while	the	scien7fic	evidence	should	be	the	basis	for	
decisions.	
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Policy	op3ons	Industry	does	not	support	include:		
•  Adding	environmental	aspects	as	part	of	Good	Manufacturing	Prac3ce	

(GMP)	
•  Including	Environmental	Risk	Assessment	(ERA)	as	part	of	medicinal	

products’	Benefit/Risk	assessment	
•  Adding	environmental	aspects	to	the	pharmacovigilance	regula3on	
•  Developing	a	monograph	type	of	repository	for	environmental	data	on	all	

substances	
•  OTC	to	prescrip3on	switch	as	part	of	(environmental)	risk	minimisa3on	

measures	

Why	is	it	important	to	engage?	Securing	that	measures	
undertaken	are	relevant,	appropriate	and	do	not	jeopardize	
access	to	medicines	



SAICM	Progress,	to-date	
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Why	it	is	important	to	engage?	Likelihood	for	EU	COM	PIE	
Strategy	to	Influence	SAICM	(UN	Strategic	Approach	to	Interna@onal	Chemical	
Management),	i.e.	“EU	PIE	Policy	goes	global”	
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Objec7ve:	Providing	knowledge	and	data	enabling		
assessments	of	sustainability	of	pharmaceu7cals	

Eco-Pharmaco-Stewardship	(EPS):	A	life-cycle	approach		

Pharmaceu3cals	can	enter	the	environment	at	all	stages	of	the	product’s	life-cycle.	Therefore,	
we	believe	that	only	a	collabora3ve	approach	will	allow	us	to	meaningfully	increase	our	
mutual	knowledge	and	understanding	on	how	to	minimise	any	poten3al	impact,	issue	or	
concern	that	pharmaceu3cals	in	the	environment	might	pose.	
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Eco-Pharmaco-Stewardship	(EPS):	A	life-cycle	approach		
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Eco-Pharmaco-Stewardship	(EPS):	A	life-cycle	approach		
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Eco-Pharmaco-Stewardship	(EPS):	A	life-cycle	approach		
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Summary	
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§  Eco-Pharmaco-Stewardship	(EPS)	is	the	industry-

proposed	approach	to	provide	a	framework	of	
environmental	stewardship	for	pharmaceu3cals	covering	
the	life-span	of	a	pharmaceu3cal	product	

	
§  EPS	effec3vely	responds	to	environmental	concerns	

around	PIE,	e.g.	as	expressed	in	the	consulta3on	of	the	EU	
COM	PIE	Strategy,	without	hindering	access	to	medicines	
for	pa7ents.		


