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Regulatory	Delivery	(RD)	

•  Enforcement	authority	for	Access	and	Benefit	Sharing	(ABS)	in	the	UK		

•  Technical	and	product-based	RegulaAons	with	environmental	focus	

•  ExperAse	 in	risk-based	market	surveillance,	supporAng	compliance	and	addressing	

non-compliance	in	a	proporAonate	and	pragmaAc	manner		

	

Defra	

•  Policy	lead	on	Access	and	Benefit	Sharing		

•  NaAonal	Focal	Point	(NFP)		

Who	we	are	
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The Convention on Biological 
Diversity  

 (third objective)   
The Nagoya Protocol on access to genetic 

resources and the fair and equitable sharing of 
benefits arising from their utilisation 

Adopted in 2010, requiring users to comply with 
national access legislation 

Regulation (EU) No. 511/2014 
and Implementing Regulation 

(EU) 2015/1866 
Compliance measures for users in 

the EU  

The UK Statutory 
Instrument                                

.                                                                

. 
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NAGOYA	PROTOCOL	
	
• 		Supplementary	to	CBD	

• 		Legal	framework	for	implementaAon	of	the	fair	and	
equitable	sharing	of	benefits	arising	from	uAlisaAon	
of	geneAc	resources		

• 		More	predictable	condiAons	for	access	to	GRs	

• 		Help	ensure	benefit-sharing	when	GRs	leave	the	
country	of	origin		

• 		TradiAonal	knowledge	associated	with	GRs	

• 		Tools:		Access	and	Benefit	Sharing	Clearing	House		
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Access	and	Benefit	Sharing	Clearing	House	(ABS-CH)		

https://absch.cbd.int/  



7 

Responsible advising on 
procedures and 

requirements for obtaining 
PIC and setting MAT 

https://absch.cbd.int/  

ABS	Clearing-House	
	
• 	Pladorm	to	exchange	info	
	
• 	ConnecAng	users	and	providers		

• 	Country	profiles	and	summaries		

• 	Helps	countries	monitor	
uAlisaAon	of	geneAc	resources		

• 	Publically	available		

• 		
	

The ABS Clearing House,  https://absch.cbd.int/ 
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Ø 	RegulaAon	(EU)	No.	511/2014		(user	compliance)		

Ø 		EU	ImplemenAng	RegulaAon	(due	diligence,	best	
pracAces,	registered	collecAons)		

Ø 		UK	Statutory	Instrument	(powers	to	enforce)	

Ø 		Regulatory	Delivery	–	UK	Competent	Authority		

ImplementaAon	in	the	UK			
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RegulaAon	(EU)	No	511/2014	on	compliance	measures	for	users	

• 		Entered	into	force	on	12th	October	2014		

• 		Access	in	accordance	with	applicable	legislaAon	of	the	provider	country	

• 		Research	and	development			

• 		GeneAc	material	(plant,	animal,	microbial,	other)	and	tradiAonal	knowledge	

• 		Due	diligence			
	
• 		Does	not	address	access	to	geneAc	resources	in	Europe		
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Assessing	scope	(EU	LegislaAon)		

The	EU	RegulaAon	applies	to	geneAc	resources	that	meet	all	of	the	following	
condiAons:	
	

I.  from	countries	that	exercise	sovereign	rights	

II.  where	countries	have	established	applicable	access	measures	and	
raDfied	the	Nagoya	Protocol		

III.  if		accessed	aFer	12	October	2014	

IV.  those	that	are	not	already	governed	by	specialised	internaDonal	
instruments	
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Why	is	it	of	relevance?		
	

Ac3vi3es	considered	to	be	in	scope	of	the	EU	Regula3on	

•  Research	on	a	geneAc	resource	leading	to	the	isolaAon	

of	a	biochemical	compound	used	as	a	new	ingredient	

incorporated	into	a	product		

•  Breeding	programme	to	create	a	new	plant	variety	

based	on	naturally	occurring	plants	

•  GeneAc	modificaAon	–	creaAon	of	a	geneAcally	modified	

animal	containing	a	gene	from	another	species			
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Ac>vi>es	considered	to	be	out	of	scope		
	

•  Handling	and	storing	of	biological	material	and	

describing	its	phenotype		

•  GeneAc	resources	as	tesAng	tools	(GR	is	not	the	object	

of	the	research)		

•  Supply	and	processing	of	relevant	raw	materials	for	

incorporaAon	into	a	product	(no	new	research)	 
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Due	diligence		

•  …’exercise	due	diligence	to	ascertain	that	the	gene3c	resource	which	they	u3lise	have	
been	accessed	in	accordance	with	the	applicable	legisla3on’.		

•  Seek,	keep	and	transfer	informaAon	along	the	value	chain		

•  ABS	Clearing	House	and	contacAng	NFP	

•  IRCC	or	equivalent		

•  Best	pracAces	and	Registered	CollecAons		(ImplemenAng	Act)		

•  EU	Checkpoints:			
•  Stage	of	research	funding	and	/	or	placing	a	product	on	the	market		
•  DECLARE	–	EU	IT	Tool		
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Benefit Sharing opportunities  

IRCC  

Due diligence declaration 
to EU CNA   

Checkpoint Communiqué 

Research funding  Placing product on 
market  

PIC  
MAT 

ABS Clearing House  

Provider country  European User country  

Due diligence: seek, 
keep & transfer  
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Support	for	users:		EU	Guidance			

•  		Horizontal	–	published	cross-sector	guidance	

•  		Sector	specific	–	in	preparaAon		

•  CosmeAc	

•  PharmaceuAcal		

•  Bio-control		

•  Plant	breeding	

•  Animal	breeding	

•  Food	&	feed	

•  Biotechnology		

•  CollecAons	and	research	insAtuAons	
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Approach	to	enforcement		

Credit:	Cartoonsy	
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How	we	deal	with	non-compliance		

EducaAon	and	Advice		
Business	Improvement	Plans	
Warning	LeDers	
Formal	NoAces	
Enforcement	Undertakings	
Fines	and	Monetary	PenalAes	
Formal	CauAon	
Material/Product	Withdrawal/Seizure	
Court	AcAon	
Publicity	

	
	

	
Severity	
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Thank	you	for	your	aDenAon		


