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• ABS compliance strategy 
• country of collection and date of collection (46%  93%)
• ABS permits link to items (on-going)
• improves usability and legal certainty of products for end users

• Voluntary compliance of non EU partners 

EVA´s role during COVID19 pandemic
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• Pathogens included in the CBD/NP  
• Country-specific regulation

Pathogens within scope of the NP
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Country A Country B

* Same principle applies to animal and plant pathogens

Pathogen country of 
origin = Country A

Pathogen country of 
origin = Country B

Intentional vs. unintentional introduction according to the EU ABS 
regulation 511/2014
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Pathogen sharing 
practices

• Sharing is facilitated when
pathogen comes from
countries without access
regulations

• No legal obligation to share
genetic resources

• COVID19 vs Zika 2016 
sharing
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• All SARS-CoV-2 from countries without 
access legislation

• PGR access provided by 12 countries 
benefitted 97

Pathogen sharing during the COVID19 pandemic

Sett et al. The Lancet Microbe. Nov.2021. https://www.thelancet.com/journals/lanmic/article/PIIS2666-5247(21)00211-1/fulltext
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• 2300 products distributed
• 78% public sector

• 72% provided free of charge (TNA)
• 20% allowance lifted during 

pandemic 
• 50% of TNAs to LMICs

• 22% private sector –> all paid for 

• Benefit-sharing occurred without 
access regulation! 

Benefits received from pathogen sharing

Sett et al. The Lancet Microbe. Nov.2021. https://www.thelancet.com/journals/lanmic/article/PIIS2666-5247(21)00211-1/fulltext
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A tale of  two patents
Case studies exploring DSI use in the Regeneron and Moderna patents

Andrew Lee Hufton
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Regeneron Pharmaceuticals and the Ebola vaccine
a tale of  biopiracy accusations and the search for facts

March 2014
Clinical Ebola sample “C15” 
from a Guinean woman  

Hammond, E. Third World Network https://twn.my/title2/briefing_papers/No99.pdf
Baize et al. New England Journal of Medicine https://doi.org/10.1056/NEJMoa1404505

March 2014
Received by BNI in 
Germany

NP not in force

July 2014
Ebola C15 genome sequence uploaded 
to GenBank (KJ660346)

January 2015
Regeneron files a patent describing a 
method to create therapeutic antibodies 
to ebolavirus, and uses the C15 genome 
sequence (KJ660346)
Patent US 9,771,414 B2

DSI deposited

DSI downloaded

https://twn.my/title2/briefing_papers/No99.pdf
https://doi.org/10.1056/NEJMoa1404505
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What makes these sequences so special? 
…timing

• By the end of 2014  268 
sequences

• Patent does not claim novelty of 
the sequence

• Researchers had access to many 
nearly identical sequences from 
different source countries and 
sequencing centers

ID Origin Sequenced in

KP271018.1 DR Congo UCSF, USA

KP260799.1 Mali NIAID, USA

KM034562.1 Sierra Leone Broad Institute, USA

KM655246.1 Zaire USAMRIID, USA

KJ660346.2 Guinea Nocht, Germany

KC242784.1 DR Congo CDC, USA

… … …
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Researchers needed large sets of  DSI to understand 
Ebola evolution and epidemiology

https://doi.org/10.1056/NEJMoa1404505

Emergence of Zaire Ebola Virus 
Disease in Guinea

Baize et al. NEMJ
Releases KJ660346.2
(July 2014)

Genomic surveillance elucidates Ebola virus 
origin and transmission during the 2014 
outbreak

Gire et al. Science
Releases 99 Genomes

(August 2014)

https://doi.org/10.1126/science.1259657

https://doi.org/10.1056/NEJMoa1404505
https://doi.org/10.1126/science.1259657
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• Filed in Feb 2020
• Describes a general method for 

generating an mRNA vaccine for a 
respiratory virus

• Re-submission of old and new 
sequences (96)

• Does not mention any SARS-CoV-2 
sequences

Moderna betacoronavirus mRNA vaccine 

Patent US 10,702,600 B1
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• The sequence used in Moderna’s SARS-CoV-2 
vaccine was originally treated as a proprietary secret

• It was ultimately disclosed in a 2021 international
patent filing: WO2021159040A3

Sequence used in the Moderna vaccine
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• The sequence used in Moderna’s SARS-CoV-2 
vaccine was originally treated as a proprietary secret

• It was ultimately disclosed in a 2021 international
patent filing: WO2021159040A3

• The sequence used in the Moderna vaccine is only 
about 70% identical to natural SARS-CoV-2 
sequences

Sequence used in the Moderna vaccine

>Severe acute respiratory syndrome coronavirus 2 isolate SARS-CoV-2/human/USA/CA-
CDPH-2000014286/2020, complete genome
Sequence ID: OK653344.1 Length: 29872
Range 1: 21557 to 25377

Score:1496 bits(1658), Expect:0.0, 
Identities:2629/3825(69%),  Gaps:8/3825(0%), Strand: Plus/Plus

Query  55     ACCATGTTCGTGTTCCTGGTGCTGCTGCCCCTGGTGAGCAGCCAGTGCGTGAACCTGACC  114
|| ||||| || || || ||  |  |||| || ||    || ||||| || || || || 

Sbjct 21557  ACAATGTTTGTTTTTCTTGTTTTATTGCCACTAGTCTCTAGTCAGTGTGTTAATCTTACA  21616

A portion of a BLAST hit between the vaccine sequence and a natural SARS-CoV-2 sequence
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Does DSI fit into existing ABS systems? 

• DSI regulation under the EU ABS regulation and CBD/NP

• Trying to regulate individual sequences deliberately ignores the reality of how DSI 
research is conducted

• Tracking and tracing individual may not fairly reward all of the contributors of data 
to the public system - incentivizes jurisdiction shopping

• An effective benefit-sharing system for DSI needs to recognize the value of the 
entire sequence dataset and reward rapid & open sharing
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https://www.nature.com/articles/s41467-022-28594-0

41 authors from 17 countries
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Thank you for your attention
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Geographic scope

Temporal scope
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