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Office for Product Safety & Standards,

Department for Business, Energy & Industrial Strategy

(BEIS)

• Competent Authority for ABS in the UK

• Technical and product-based Regulations

Office for Product Safety & Standards

Department for Environment, Food & Rural Affairs

(DEFRA)

• Policy lead on the Nagoya Protocol

• National Focal Point (NFP)



ABS: Simply explained

www.abs-initiative.info/knowledge-center/multimedia/

Office for Product Safety & Standards



Office for Product Safety & Standards

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, entered into force in October 
2014 

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

(EU) 2015/1866

Compliance measures for users

in the EU 
UK Statutory

Instrument  



Office for Product Safety & Standards

Prior Informed Consent (PIC)

• Permit from provider country (CNA)

• Sovereign rights over genetic resources    

Mutually Agreed Terms (MAT)

• Contract between provider and user 

• Terms of use, timeframes, transfer of material, 

benefit sharing  

• Traditional knowledge 



Office for Product Safety & Standards

Internationally Recognised Certificate of 

Compliance (IRCC)

• Placed on ABS Clearing House

• Provisions for confidential information 

• Evidence genetic resource was accessed in accordance 

with provider legislation

• Evidence of due diligence 



ABS Clearing House

Office for Product Safety & Standards

https://absch.cbd.int/



Assessing Scope

Office for Product Safety & Standards

EU Regulation applies to genetic resources that meet all of 

the following conditions:

I. from countries that exercise sovereign rights

II. where countries have established applicable    

access measures and ratified the Nagoya Protocol 

III. if accessed after 12 October 2014

IV. those that are not already governed by specialised 

international instruments



Activities in and out of scope of EU Regulation

Office for Product Safety & Standards
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Due Diligence

Ascertain that the genetic resource utilised has been 

accessed legally. 

• Seek, keep and transfer information along                   

the value chain 

• ABS Clearing House and contacting NFP

• IRCC or equivalent 

• Best practices and Registered Collections 

• Submission of due diligence declarations 

Office for Product Safety & Standards
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Benefit Sharing 
opportunities 

Research funding Placing product on 

market 

PI

C 

MAT

I.R.C.C.      Checkpoint Communiqué

Due diligence: 
seek, keep & 

transfer 

Due diligence 
declaration to EU CNA  

ABS Clearing House 

PROVIDER COUNTRY EUROPEAN USER COUNTRY



Office for Product Safety & Standards

work with / 
inspect less 
compliant 
organisations

develop 
sources of 
information 
throughout 
sectors 

refine 
guidance 
and 
enforcement 
to achieve 
outcomes  
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Approach to Enforcement



Approach to Enforcement

Office for Product Safety & Standards

Regulators’ Code 

• support compliance & growth

• engage with those we regulate

• base our activity on risk

• share information

• offer clear guidance

• be transparent

We do not take enforcement action because an 

organisation asks a question or highlights a problem



Approach to Enforcement

Office for Product Safety & Standards

• Education

• Informal Warning

• Enforcement undertaking

• Compliance / Enforcement / Stop Notice

• Formal Caution

• Fines

• Product withdrawal / Seizure

• Court Action

• Publicity



Thank you

Office for Product Safety & Standards



Simplifying Nagoya

Nigel Budgen
BBS NP Seminar 2018 22nd February 2018



AstraZeneca: New Human Medicines



#thinksimple



AstraZeneca Approach
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1. Established a Nagoya Governance Team: to execute responsibilities

2. Define the Company’s public policy position 

3. Modified the Bioethics Policy

4. Developed a Global Standard defining individual responsibilities 

5. Developed a Nagoya Sourcing e-tool to determine if GRs are in or out of scope

6. Created a 3 minute training video that provides an overview of the Nagoya 

Protocol and our responsibilities: https://youtu.be/1Hv_tBm_hg8

7. Communicate though R&D LTs and cascade to scientist

https://youtu.be/1Hv_tBm_hg8


AZ operating model

AZ Nagoya 
Protocol 

Governance 
Team

Help AZ scientists 
& Procurement 

determine 
whether given GR 

is in scope

Track new & 
existing ABS 
legislation, 
lobbying for 

change/ clarity 
when needed

Advise AZ 
Procurement & 

Business 
Development on 

applicable 
legislation

Establish & 
support AZ 

Compliance in 
tracking ABS 

status of all AZ 
GRs in use

Complete DD 
declarations for 

GRs at the 
appropriate stage 
of development

Manage internal 
policies 

implementing NP 
operating model, 

& external 
position 

statement

22

Governance Team 
representatives from:

IMED/Chair – R&D 

MedI –Ops  

Procurement – Ops

Regulatory – R&D 

Global Sustainability – Corp

Corp. Affairs*

Business Development*

Compliance *

Legal/IP *

*support as required



AstraZeneca Approach
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1. Established a Nagoya Governance Team to execute responsibilities

2. Define the Company’s public policy position 

3. Modified the Bioethics Policy to include NP

4. Developed a Global Standard defining individual responsibilities 

5. Developed a Nagoya Sourcing e-tool to determine if GRs are in or out of scope

6. Created a 3 minute training video that provides an overview of the Nagoya 

Protocol and our responsibilities: https://youtu.be/1Hv_tBm_hg8

7. Communicate though R&D LTs and cascade to scientist

https://youtu.be/1Hv_tBm_hg8
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AstraZeneca Approach
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1. Established a Nagoya Governance Team to execute responsibilities

2. Define the Company’s public policy position 

3. Modified the Bioethics Policy

4. Developed a Global Standard: defining individual responsibilities 

5. Developed a Nagoya Sourcing e-tool: to determine if GRs are in or out of scope

6. Created a 3 minute training video: that provides an overview of the Nagoya 

Protocol and our responsibilities: https://youtu.be/1Hv_tBm_hg8

7. Communicate though R&D LTs and cascade to scientist

https://youtu.be/1Hv_tBm_hg8


The NP Tool Kit



e-ToolQuestions include:

The material, its use, exceptions, & where R&D will take place

27
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Animal models/tools used for preclinical  & clinical testing

Commodities used as commodities

New product is developed through research on a GR

Chemical leads identified from  a GR collection

GR which constitutes the basis of a product e.g. Vaccine 

GMO research that using genes derived from a GR 



✓

✓



✓

✓

Scopes out activities….

In or Out ? 



e-Tool
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Outcomes:

Use in or out of scope/more info needed/PIC or MAT required



UK High Through Put (HTP)  

Screening for Chemical Leads

Tracked To Source: 5 African 

(incl.Togo) 4 Asian Countries and 

US

Pre & Post October 2014

UK Compound Library : 

Specialising in venoms

30

Case Study: Venom Extracts and Fractions



AstraZeneca Approach
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1. Established a Nagoya Governance Team to execute responsibilities

2. Define the Company’s public policy position 

3. Modified the Bioethics Policy

4. Developed a Global Standard defining individual responsibilities 

5. Developed a Nagoya Sourcing e-tool to determine if GRs are in or out of scope

6. Created a 3 minute training video that provides an overview of the Nagoya 

Protocol and our responsibilities: https://youtu.be/1Hv_tBm_hg8

7. Communicate though R&D LTs and cascade to scientist

https://youtu.be/1Hv_tBm_hg8


Confidentiality Notice 

This file is private and may contain confidential and proprietary information. If you have received this file in error, please notify us and remove 

it from your system and note that you must not copy, distribute or take any action in reliance on it. Any unauthorized use or disclosure of the 

contents of this file is not permitted and may be unlawful. AstraZeneca PLC, 1 Francis Crick Avenue, Cambridge Biomedical Campus, 

Cambridge, CB2 0AA, UK, T: +44(0)203 749 5000, www.astrazeneca.com
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Key Learning

• Define Accountability

• Integrate with policies

• Create a NP Tool kit

• Use case studies

• Assume suppliers know less than you and will need help

• Revisit DD as required, things change eg Brazil Genetic Heritage (SisGen)



Dr Rocky Cranenburgh
Chief Scientific Officer

Thursday 22nd February 2018
BIA/BEIS briefing seminar: The Nagoya Protocol - will it impact your 
R&D and business development?
Simmons & Simmons, CityPoint, London 

Prokarium’s perspective as an SME on the 
Nagoya Protocol



Use a culture collection

Culture collections (e.g. NCTC, ATCC) have a wide range of microbes deposited before October 
2014 and therefore not subject to the NP.

Prokarium Slide 2

E.g. Salmonella Typhi from PHE’s 

NCTC



Select a non-NP party country

Micro-organisms know no borders: chose a non-NP country for new source material.

E.g. selecting a strain of Salmonella Typhi for inclusion in a vaccine:

Prokarium Slide 3

https://absch.cbd.i

nt/ Adapted from Crump et al. 2004, Bulletin of the 

WHO

Nagoya Protocol 

Parties

Global distribution of typhoid 

fever

Examples of non-Parties:

In this example, around 85 countries would be suitable.



Potential inclusion of DSI

The proposed inclusion of Digital Sequence Information under the NP would present 
problems for biotech companies.

The country of origin of DSI is not always recorded.

DSI is often edited, codon-optimised or compiled from alignments of other sequences.

If an ‘NP sequence’ forms part of an alignment, is the resulting consensus sequence 
subject to the NP?

Synthetic genes can include multiple components from different organisms – how 
would these be treated?

Prokarium Slide 4



DSI example: finding LT-B (1/3)

The labile toxin LT from enterotoxigenic Escherichia coli (ETEC) causes diarrhoea; subunit B 
(encoded by eltB) is a target for vaccine development, but ETEC has a global distribution.

First, search Genbank for type strain H10407…

Prokarium Slide 5

no location origin in Genbank, so read journal article…

…isolated sufficiently long ago, and from a non-NP country - good. 
Now we need to check that this is in fact representative of LT-B 
diversity, and perhaps generate a consensus sequence for vaccine 
development.



DSI example: finding LT-B (2/3)
BLAST alignment to ensure a globally representative sequence…

Prokarium Slide 6

Journal not published 
yet – where is it from?

What about the rest of 
these sequences?

What would be the 
status of a consensus 
sequence?



DSI example: finding LT-B (3/3)

Pubmed search for journal article:

Prokarium Slide 7



Nagoya Protocol summary

Prokarium has not been adversely affected by the NP yet.

The primary decision that the NP has necessitated is to trace the origins of any biological 
material that may end up in a future commercial product.

Prokarium recommends that other biotech SMEs use material deposited in culture 
collections prior to October 2014, or sources from non-NP party countries thereafter.

The biggest challenge to biotech SMEs from the NP would result from the proposed 
extension to Digital Sequence Information.

Prokarium Slide 8



www.bioindustry.org

Questions?


