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Webinar Objective: 

Through interactive discussions we will explore the 

intricate relationship between national and global 

concerns for Access and Benefit Sharing (ABS), 

while uncovering the potential implications for 

industry
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4

John Billington

Head of Commercial Pipeline Policy & Advocacy

GSK

Brian Dziewa

Assistant General Counsel

Bayer

Ryan Morhard

Senior Director, Policy and Partnerships

Ginkgo Bioworks

Justin Pine

Senior Director for International Affairs

BIO



Access to Biological Resources and Sharing 
Benefits from their Utilization 

An ever-expanding challenge for life sciences companies

Bart Van Vooren, PhD
Attorney, Partner, Covington & Burling LLP



Structure of Presentation
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1. The Origins of ABS: Biodiversity Convention and the Nagoya Protocol

2. An extraordinary Compliance Challenge

3. A hypothetical example using SARS-CoV-2

⚫ Obligations in Provider Countries: Switzerland, South Africa, Brazil, India

⚫ Obligations in User Countries: EU, UK, Switzerland

4. The Future of ABS

5. Contact Information



The Convention on Biological 
Diversity and its Nagoya 
Protocol

The Origin of Access and Benefit-Sharing



Access and Benefit-Sharing: Monetization of Biological Resources
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The Convention has 196 Parties, Nagoya Protocol has 140 Parties, who legally agreed hat:

• Countries own their biodiversity, and biodiversity requires monetary and non-monetary resources

• Therefore, “users” of a country’s biodiversity should share the “benefits” 

• So that countries are (1) incentivized and (2) have the resources to protect their biodiversity.

Source: imdb.com



Access and Benefit-Sharing: Legal obligations for countries and companies
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Legal Implementation 
of the Nagoya Protocol on Access to Genetic Resources and Fair and Equitable Benefit-Sharing from their 

Utilization

Access Benefit-Sharing Compliance

What may or must a Country do?

A country may require a permit in order to 
acquire a pathogen sample from their 

territory. 

A party may require that the user agree to 
“share benefits” from R&D on the biological 

material

All countries must check compliance with 
ABS laws of another party and address 

non-compliance.

What must a Company do? 

In the Provider Country:

Request a permit from the national 
authority

In the Provider country: 

Under the permit, share monetary 
and/or non-monetary “benefits” from 

the result of your R&D

In the User Country:

Confirm your compliance with ABS 
laws of provider country



An extraordinary 
compliance challenge



An extraordinary compliance challenge…

Source: absch.cbd.int

140
Are Party to the Nagoya 

Protocol

~100

~40

Provider country ABS 
regimes at country level, 

with sanctions

User country compliance 
obligations



Authorities
• Enforcement in Provider 

countries: e.g. India, Peru, South 
Africa, Brazil

• Inspections in User countries 
e.g. Germany, UK, Switzerland

Business to Business

• Compliance with law during 
transactions, e.g. M&A, R&D, 
licenses

• Supplier due diligence

ESG Agenda

• Corporate Sustainability 
Reporting

• Corporate Sustainability Due 
Diligence

What are the Risks? How is ABS enforced?

NGOs: Reputational

• Third Wold Network: Ebola

• Public Eye: Stevia

• “Biopiracy”



A hypothetical
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• Macpherson et al. (2020) Isolation of antigen-specific, disulphide-rich knob domain peptides from bovine 

antibodies. PLoS Biol 18(9)

• For my lawyerly brain: cows are injected with SARS-CoV-2 spike protein



Obligations in 
‘Provider’ Countries

ABS if the biological material originated from
Switzerland, South Africa, Brazil, India and 
France



ABS in Switzerland

Art. 8 Nagoya Ordinance

1 On accessing genetic resources in Switzerland, the user must record and retain 
following information and pass it on to subsequent users:

⚫ a. the name and address of the user;

⚫ b. description of the genetic resource or subject matter and its utilisation;

⚫ c. date on which and location where the genetic resource was accessed;

⚫ d. in the case of direct acquisition of the genetic resource from a third party: the 
name and address of this person and the date of acquisition;

⚫ e. in the case of the transfer of genetic resources: the name and address of the 
subsequent user and the date of the transfer.

…

3 The user must notify the FOEN of the information specified in paragraph 1 before

market approval or, if such approval is not required, before the commercialisation of

products developed on the basis of utilised genetic resources.

…

5 The user receives a register number as evidence of the notification and, on request,

an attestation to the effect that the Swiss provisions on access and sharing of benefits

have been complied with.

Key issues

▪ Trigger = access
▪ User = who?
▪ No benefit-sharing 

obligation, but 
‘recommended’

▪ Proof of compliant 
access in 
Switzerland

= From a compliance 
perspective, this is 
okay



ABS in Brazil
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Registration upon 
Access

What? • R&D on genetic heritage and associated 
traditional knowledge; or,

• Shipping samples outside of Brazil

When? Prior to: (1) shipping abroad, (2) seek IP right, (3) 
commercialization of finished product or 
reproductive material, or (4) disclosure of results of 
R&D

How? SisGen Platform (requires Brazilian partner)

Notification to trigger 
Benefit Sharing

What? Benefit-Sharing from finished product for 
commercialization: 1% annual global net revenue

When? Prior to commercialization

How? SisGen (requires Brazilian partner)



ABS in South Africa

2004 National Environmental Management: Biodiversity Act 
(NEMBA)

Applies to “indigenous species” 
=  “a species that occurs, or has historically occurred, naturally in a free 
state in nature within the borders of the Republic, but excludes a species 
that has been introduced in the Republic as a result of human activity.”

Two steps:
• Discovery phase on potential commercial product = notification + 

export permit;
• Commercialization (e.g. clinical trials, seeking market approval) of 

product = export and bioprospecting permit

Key issues
▪ When is a resource 

indigenous?
▪ Negotiate benefit-

sharing with the 
“provider” of the 
indigenous resource?

▪ A foreign legal entity 
cannot apply, it must be 
with and through a 
South African legal 
entity

▪ Criminal penalties



ABS in India 

→ Trigger: “obtaining” a resource (also 
metabolites) from India, including if held in a 
collection abroad (2023 amendment).

→ For “Commercial utilization” = “end uses of 

biological resources for commercial utilization 
such as drugs, industrial enzymes, food 
flavours, fragrance, cosmetics, emulsifiers, 
oleoresins, colours, extracts and genes used for 
improving crops and livestock through genetic 
intervention”

→ There is a strong legal case to be made that 
India’s ABS rules, including the discrimination 
between Indian and foreign entities, apply them 
likely violate India’s obligations under WTO 
law

→ If only someone would convince the US 
Trade Representative to take this up with 
India and go to WTO

Impact on U.S. companies is real.



Compliance in 
‘User’ Countries

Demonstrating compliance with ABS in 
jurisdictions where the biological material is 
‘used’:  EU, Germany, Switzerland, UK …



European Union (EU) Rules Enforcing Compliance with the Nagoya Protocol

Art. 4(1) exercise due diligence that access was in accordance with ABS rules;

Art. 4(2) transfer and utilize Genetic Resources only in accordance with MAT;

Art. 4(3) seek, keep and transfer to subsequent users:
date, place, description, source, users, obligations; PIC; MAT;

Art. 4(6) keep that information for 20 years after R&D ends;

Art (4(5) if the information is insufficient, or uncertainties about the legality 
of access and utilization persist: obtain PIC/MAT or discontinue utilization; 

Art. 7 submit a compliance declaration when receiving research funding or 
prior to commercialization.

Companies doing 
R&D in any EU 
country must, 

under Regulation 
511/2014:



Similar rules in …

Switzerland UK

Korea Japan



The future 

Other ABS instruments are 
under way



The Future: ABS on “Digital Sequence Information”

Let’s create it, and 
then figure out how 

to make it work



The Future: Pathogens, Marine, and IP Disclosure



Thank you 

Contact me at 

Bvanvooren@cov.com 



Bart (first name) Van Vooren (last name) =
 A life sciences regulatory lawyer (i.e. deep life sciences industry knowledge);

 Who has worked on ABS / Nagoya for 10 years;

 For food, pharma, cosmetics, biotech and agricultural clients;

 On a breadth of ABS-related assignments, including:

⚫ ABS public policy support at national, EU and international level

⚫ Trainings and organize compliance programs for startups and multinationals

⚫ ABS due diligence of specific biological assets, R&D projects and during M&A

⚫ In-depth advice on key ABS laws, including permit negotiations in e.g. France, South 
Africa, Viet Nam

⚫ Drafting ABS clauses in a range of contracts, e.g. material transfer, R&D collaboration

⚫ Engage during enforcement actions in provider and user countries

⚫ Litigation

Email: bvanvooren@cov.com 

About me & ABS



Panel Discussion 

Wednesday September 13, 12:00 PM – 1:00 PM ET



Q&A

Wednesday September 13, 12:00 PM – 1:00 PM ET
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