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1.
On May 31, 2016, the International Bureau of the World Intellectual Property Organization
(WIPO) received a request from the Delegation of the United States of America to submit the
Annexed document for discussion by the Thirtieth Session of the Intergovernmental Committee
on Intellectual Property and Genetic Resources, Traditional Knowledge and Folklore (IGC), as a
working document under the Agenda Item “Genetic Resources”.
2.
Pursuant to the request above, the Annex to this document contains the submission
referred to.
3.
The Committee is invited to
take note of this document and the
Annex to it.

[Annex follows]
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ANNEX
SEEKING A BETTER UNDERSTANDING OF SWITZERLAND’S FEDERAL ACT ON THE
PROTECTION OF NATURE AND CULTURAL HERITAGE AND FEDERAL ACT ON PATENTS
FOR INVENTIONS BY HYPOTHETICALLY APPLYING THEM TO U.S. PATENT NUMBER
5,137,870

I.

INTRODUCTION

Disclosure requirements have been characterized as simple transparency requirements,
which will not be burdensome to patent applicants. Our review of disclosure requirements,
however, suggest that these requirements will be difficult for applicants to satisfy, and that
applicants will be required to disclose many sources of any genetic resource (GR) used at some
point in making the invention, as well as those which could have been used. As a result of the
enormous information potentially required, we question the feasibility of a disclosure mandate
providing transparency and have concerns that it could be burdensome. Also, we question
whether this requirement would discourage applicants from filing patent applications on certain
inventions, thus further decreasing transparency.
To better understand disclosure requirements, we have chosen the law of Switzerland as a
first example. If this exercise improves our understanding of the disclosure requirement in
Switzerland, then we plan to undertake the same exercise using the laws of other World
Intellectual Property Organization (WIPO) Members.
To comply with its access and benefit sharing (ABS)-user measures, Switzerland requires,
among other things: (1) due diligence of compliance with domestic ABS provisions, (2)
notification of said due diligence, and (3) disclosure of the source of GRs in patent applications.
The sanctions for failing to comply with these provisions are significant fines, court-ordered
publications of the judgments, and the possibility of a rejected patent. To better understand the
application of the above laws, and to stimulate a factual discussion, the above laws are applied in
this document to a selected patent.
II.

LEGAL FRAMEWORK

Switzerland’s ABS provisions on due diligence and notification can be found in the Federal
Act on the Protection of Nature and Cultural Heritage (“NCHA”), Articles 23n and 23o,
respectively. NCHA Article 24a describes the penalties for their non-compliance. Additionally,
Article 49 of the Federal Act on Patents for Inventions (“Patents Act”) mandates disclosure in
patent applications. Violators of this provision are subject to the pre-grant penalties of Article 59a
and post-grant sanctions of Article 81a.
1. Federal Act on the Protection of Nature and Cultural Heritage Requirements
A. Due Diligence Requirement
Article 23n of the NCHA includes:
1. Any person who in accordance with the Nagoya Protocol utilises genetic resources or
benefits directly from their utilisation (users) must apply due diligence appropriate to the
circumstances to ensure that:
a. the resources have been accessed lawfully; and
b. mutually agreed terms for the fair and equitable sharing of the benefits have been
established.
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2. Genetic resources are not subject to the due diligence requirement if they:
a. originate from a country that is not a Party to the Nagoya Protocol;
b. originate from a country that has no domestic access and benefit-sharing regulatory
requirements;
…
5. If the requirements of paragraph 1 letters a and b are not met, users must ensure that they
are met subsequently, or must refrain from utilising the genetic resources concerned or from
benefiting directly from their utilisation.

B. Notification/Market Authorization Requirement
Art. 23o of the NCHA includes:
1. Notification of compliance with the due diligence requirement must be given to the FOEN
before market authorisation has been obtained or, if such authorisation is not required, before the
commercialisation of products developed on the basis of utilised genetic resources.
…
C. Criminal Penalties
Art 24a of the NCHA reads:
…
2. Any person who wilfully fails to provide information or provides false information under
Article 23o shall be liable to a fine not exceeding 100,000 Swiss francs; in cases of negligence,
the penalty shall be a fine not exceeding 40,000 Swiss francs. The court may order the
publication of the judgment.
…
2. Federal Act on Patents for Inventions Requirements
A. Source of Genetic Resources
Art. 49a of the Patents Act reads:
1 The patent application must contain information on the source:
a. of the genetic resource to which the inventor or the patent applicant had access, provided the
invention is directly based on this resource;
b. of traditional knowledge of indigenous or local communities of genetic resources to which the
inventor or the patent applicant had access, provided the invention is directly based on this
knowledge.
2 If the source is unknown to the inventor or the patent applicant, the patent applicant must
confirm this in writing.
B. Pre-Grant Penalties
Art. 59 of the Patents Act reads:
…
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2 If the patent application does not meet the other requirements of this Act or the Ordinance, the
Institute shall set a time limit for the patent applicant by which the deficiencies must be remedied.
…
Art. 59a of the Patents Act reads:
…
3 The Institute shall reject the patent application if: …
b. the deficiencies mentioned in Article 59 paragraph 2 have not been remedied.

C. Post-grant Penalties
Art. 81a of the Patents Act reads:
1 Any person who wilfully provides false information under Article 49a is liable to a fine of up to
100,000 francs.
2 The court may order the publication of the judgment.
…
III.

PATENT INTRODUCTION

The patent that will be used in this analysis is U.S. Patent 5,137,870 (“‘870 Patent”),
entitled “Didemnins and Nordidemnins.” The ‘870 Patent was filed in the U.S. on February 20,
1990 and claims domestic priority to parent application 186,932, which was filed on September
12, 1990. The inventor was Kenneth L. Rinehart ( “Rinehart”) and the assignee the University of
Illinois at Urbana.
The Brief Summary of the Invention reads:
Novel antibiotics didemnin A, didemnin B, didemnin C, nordidemnin A, nordidemnin B, and
nordidemnin C are extracted from a marine tunicate of the family Didemnidae, and tentatively
identified as a Trididemnum sp. These antibiotics are active against DNA viruses, for example,
herpes simplex virus types 1 and 2, and vaccinia virus; RNA viruses, for example, coxsackie
virus and equine rhinovirus; and B388 leukemia in mice. Thus these antibiotics can be used to
treat infections in humans, animals and plants caused by these viruses and other DNA and RNA
viruses. Didemnin A and didemnin B also inhibit L1210 mouse leukemia cells in vitro. Acid
addition salts and acyl derivatives of the didemnins can be made and used for the same
biological purposes are the parent compounds.
…
The Detailed Description of the Invention reads:
Specific locations from which these organisms have been obtained are as follows:
(1) Southwest side of Long Cay, Lighthouse Reef, Belize, 17.degree. 11.8' N by 87.degree. 36.5'
W at a depth of 50 to 100 feet; (2) Rada el Cove, Isla San Andres, Colombia, 12.degree. 31'46"
N by 81.degree. 44'5" W at 25 to 33 feet; (3) Palancar Reef, Isla de Cozumel, Mexico,
20.degree. 18.2' N by 87.degree. 2.5' W at 60 to 100 feet; (4) on the west side of the southern tip
of Turneffe Island, Belize, 17.degree. 11.3' N by 87.degree. 55.6' W at 50 to 75 feet; (5) Punta
Oeste, Coxen's Hole Harbor, Isla Roatan, Honduras, 16.degree. 15' N by 86.degree. 38' W at 10
to 70 feet; (6) on the leeward side of the western-most Holandes Cay, Isla San Blas, Panama,
9.degree. 35.6' N by 78.degree. 47' W at 60 feet.
…
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Claim 1 of the ‘870 Patent reads:
A process for treating an animal or human hosting leukemia comprising: administering an
effective amount of a didemnin selected from the group consisting of didemnin A, didemnin B,
and didemnin C or a pharmaceutically acceptable salt thereof, to said host.

IV.

ANALYSIS

If the subject matter of the ‘870 Patent is filed in Switzerland in 2016, what would the patent
applicant be required to do in order to comply with Swiss law?
A. Due Diligence in Mexico, Panama, Honduras, Colombia, and Belize
As noted in the Specification of the ‘870 Patent, the inventor obtained samples of marine
tunicate from the waters of Mexico, Panama, Colombia, Belize, and Honduras. According to the
NCHA, a person who utilizes GRs or benefits directly from their utilization must apply due
diligence appropriate under the circumstances. Thus, a first question is whether the inventor of
the ‘870 patent utilized GRs or benefited directly from their utilization. The Nagoya Protocol
(“NP”) defines “‘Utilization of genetic resources’ means to conduct research and development on
the genetic and/or biochemical composition of GRs, including through the application of
biotechnology as defined in Article 2 of the Convention.” Assuming that for purposes of Swiss
law, “utilization” has the same meaning, the inventor did “utilize” the genetic resources because
research and development was conducted on the samples.
To meet the due diligence requirements in Switzerland under Art 23n of the NCHA, it appears
that Rinehart would need to comply with the access provisions for those countries that are both
party to the NP and have domestic ABS laws. Of the above nations, only Mexico and Panama
fall under this category.
Mexico:
Mexican access laws are complex and depend on whether access is being sought on land
or in water. To obtain access in federal aquatic areas for research purposes, applicants have to
obtain a permit from the Secretariat of Agriculture, Livestock, Rural Development, Fisheries and
Food (“SAGARPA”). Permit applicants must provide the following:1


Names of the supervisors and technical leaders of the project;



Objectives of the study;



Application of the results;



Common and scientific names of the organisms to be researched;



Location at local, municipal and state levels;



Geographical coordinates; and



Justification of the chosen site.

The law also mandates permit holders provide status reports to SAGARPA and be compliant with
other Mexican regulations including the Fisheries Act and Fisheries Act Administrative Rules.
Here, Rinehart obtained tunicates from the Palancar Reef in Cozumel, Mexico, an area
that is administered by the Arrecifes de Cozumel National Park. He would therefore need to
obtain a permit from SAGARPA and complete the numerous application requirements listed
above. Rinehart would also have to follow other state and federal rules and regulations.
1

http://www.fao.org/fishery/legalframework/nalo_mexico/en.
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Panama:
Panama is also a member of the NP, and its domestic ABS rules can be found in Executive
Decree No. 25 of April 2009 (“ED 25”). Under ED 25, Panama requires applicants seeking
access to the country’s genetic heritage, including its marine and coastal environments,2 to
receive permission from the Unit for Access to Genetic Resources (UNARGEN). Applicants must
obtain the following:
 Accessory Contract granting Free Prior Informed Consent (FPIC) from owner of
the resource;
 Access Contract from UNARGEN; and
 Benefits Contract from UNARGEN.
Applicants must also maintain compliance with various provisions of ED 25 throughout the life of
the Access Contract.
As disclosed in the ‘870 Patent, Rinehart obtained tunicates from the Holandes Cay, Isla
San Blas, in Panama. Therefore, he would have to receive FPIC from the owner of the research
site. Then he must acquire Access and Benefits Contracts from UNARGEN. Finally, he must
comply with additional Panamanian regulations while accessing the site on Holandes Cay.
Honduras, Colombia, Belize:
Rinehart also extracted tunicates from Honduras, Colombia, and Belize. Of these, only
Honduras is a party to the NP, but it does not have domestic ABS laws. Switzerland, therefore,
would not require Rinehart to provide due diligence of his activities in these countries. Suppose,
however, he obtained tunicates from 10 other countries that are party to the NP and have ABS
laws. Clearly, for each additional country, he would have added requirements, which could
discourage research.
B. Notification
After performing due diligence for potentially many countries, applicants in Switzerland are
required to submit notification of said due diligence prior to obtaining market authorization or
commercialization under Article 23o of the NCHA. This provision mandates that applicants notify
the Federal Office for the Environment (FOEN) that it conducted due diligence. In this case,
Rinehart would have to notify FOEN that he conducted due diligence for Mexico and Panama.
C. Market Authorization for Medicinal and Therapeutic Products
After providing notification to FOEN, certain applicants seeking to do business in
Switzerland may need to obtain market authorization. For new medicines and therapeutic
products, applicants must receive authorization from Swissmedic, which will ascertain the
products’ safety before they are allowed to be sold in Switzerland. Here, because Rinehart’s
research was done in connection with his job at the University of Illinois, it is unlikely the
University would market any products containing the didemnin found in the tunicates. However,
any commercial applicant would have to obtain authorization from FOEN before marketing
pharmaceuticals derived from GRs.
D. For Patent Applicants, Source of GRs Must Be Disclosed
In addition to the above requirements, Switzerland mandates its patent applicants include
the source of GRs in their patent applications. Section 49a of the Patents Act requires that “The
patent application must contain information on the source: of the genetic resource to which the
inventor or the patent application had access, provided the invention is directly based on this
resource; of traditional knowledge of indigenous or local communities of genetic resources to
2

Panama, Executive Decree No. 25 of April 2009, Article 6(g).
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which the inventor or the patent applicant had access, provided the invention is directly based on
this knowledge” (emphasis added). Section 49b goes on to provide that if the source of the GR
is unknown then the inventor or applicant must state so in writing.
Our understanding is that with regard to the ‘870 Patent, Rinehart would need to disclose
each location where he obtained the tunicates. Based on the statute, he would first have to
determine whether his invention was “directly based” on the tunicates. The definition of “directly
based,” however, is not clear from the text and a patent applicant cannot assume that he or she
understands its meaning but would need to consult with a local patent attorney or research the
Swiss patent law. If such research concluded that this phrase has the meaning afforded by the
Swiss Delegation at the Twenty-Ninth IGC Session “that [an invention] would not exist without the
GR or the TK,”3 it would appear to necessitate the disclosure of the source for all of the GRs that
were used. Almost every GR described in a specification could be implicated, not just the ones
in the claims. For example, applicants often use many GRs in the experimental process before
completing the actual invention, even though these GRs are not themselves part of the invention.
In the case of the ‘870 Patent, Rinehart performed experiments on plants, animals, humans, DNA
viruses and RNA viruses to determine the viability of his invention. Without these, the invention
“would not exist” because Rinehart would not know whether it was effective in the first place. But
the “would not exist” test raises the question as to what other GRs should be recognized. For
example, but for the discovery of the thermophilic bacterium Thermus aquaticus in the United
States Yellowstone National Park, biotechnology techniques used in Rinehart’s invention, the
invention would not exist. Should the source of this GR be disclosed as well?
Table 1 provides an overview of the requirements under the Swiss Patents Act, including
the GRs in Rinehart’s Specification that would need to be considered whether they fall under
Switzerland’s definition of “directly based.”
TABLE 1. OVERVIEW OF REQUIREMENTS UNDER PATENTS ACT FOR ‘870
PATENT APPLICANT
Genetic
Resource/Traditional
Knowledge
Within the scope of the
claim, but not obtained
Tunicates, Belize
Location #1
Tunicates, Colombia
Tunicates, Mexico
Tunicates, Belize
Location #2
Tunicates, Honduras
Tunicates, Panama
Experimental Animals
Experimental Humans
Experimental Plants
DNA Viruses
RNA Viruses
Traditional knowledge

3

Location in
Specification

‘870 Applicant Meet Disclosure?

Claims

No?

Col. 1, lines 53-55

Yes

Col. 1, lines 55-56
Col. 1, lines 56-58
Col. 1, lines 58-60

Yes
Yes
Yes

Col. 1, lines 60-62
Col. 1, lines 62-64
Col. 1, line 30
Col. 1, line 30
Col. 1, line 30
Col. 1, line 31
Col. 1, line 31
Not disclosed

Yes
Yes
**Needed**
**Needed**
**Needed**
**Needed**
**Needed**
**Needed**

Draft Report, Intergovernmental Committee on Intellectual Property and Genetic Resources, Traditional Knowledge
and Folklore, Twenty-Ninth Session, Geneva, February 15 to 19, 2016, Paragraphs 231-232.
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E. Penalties for NCHA and Patents Act Violations
Switzerland imposes strict penalties on those violating the due diligence, notification and
disclosure requirements. Failing to provide proper notification of due diligence could result in
criminal fines of up to CHF100,000.4 In addition, courts may order the publication of the
judgment. Thus, in Rinehart’s case, for any country for which he does not properly provide
notification of due diligence could mean a fine of CHF100,000. On top of that, the court may
order publication of the judgment for any violation of the notification requirement by Rinehart.
On the patent side, the penalty for providing false disclosure information in a patent
application is a fine up to CHF100,000.5 Here too, courts may order publication of the judgment.6
If information on the source of the GR is missing from the patent application, it must be provided
by a deadline or applicants risk denial of the patent. While Rinehart disclosed the source of the
tunicates, this was done in 1990, many years before Switzerland had ABS and disclosure
requirements on the books. Moreover, under today’s law he could be penalized for not disclosing
the source of the animals, plants, DNA viruses or RNA viruses on which he performed
experiments.
The below table indicates the kind of penalties Rinehart would encounter today. As
shown, he could be face up to CHF200,000 in fines, multiple court-ordered published judgments,
and at least one denied patent.7 Clearly, this would have enormous implications on an
applicant’s decision to file for a patent in Switzerland today.
TABLE 2. OVERVIEW OF PENALTIES UNDER SWISS LAW FOR ‘870 PATENT
APPLICANT
Swiss
Provision
Due Diligence
(Art. 23n NCHA)
Belize Location
#1
Colombia
Mexico
Belize Location
#2
Honduras
Panama
Subtotal
Notification (Art.
23o NCHA)
Belize Location
#1
Colombia
Mexico
Belize Location
#2
Honduras
Panama
Subtotal
Market
Authorization
4

‘870 Applicant
Meet?

Max. Fines

Judgment
Published

Patent Denied

Not Needed

NA

NA

NA

Not Needed
**Needed**
Not Needed

NA
NA
NA

NA
NA
NA

NA
NA
NA

Not Needed
**Needed**
2 statutory
requirements

NA
NA
NA

NA
NA
NA

NA
NA
NA

Not Needed

No

No

NA

Not Needed
**Needed**
Not Needed

No
Yes
No

No
Yes
No

NA
NA
NA

Not Needed
**Needed**
2 statutory
requirements
Not needed but
would need if

No
Yes
CHF100,000 max
(Criminal)
Varies

No
Yes
1 Judgment
Published
NA

NA
NA
NA
NA

Federal Act on the Protection of Nature and Cultural Heritage, Art. 24a.
Federal Act on Patents for Inventions, Art. 81(a(1)).
6
Federal Act on Patents for Inventions, Art. 81(a(2)).
7
If Rinehart files several related patent applications, for example, multiple patents would be denied in Switzerland.
5
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(Federal Law on
Medicinal
Products and
Medical
Devices)
Disclosure
(Patents Act
49a)
Belize Location
#1
Colombia
Mexico
Belize Location
#2
Honduras
Panama
Experimental
Animals
Experimental
Plants
Experimental
Humans
DNA Viruses
RNA Viruses
Subtotal

commercial
exploitation of
GR

Overall Total

Yes

No

No

No

Yes
Yes
Yes

No
No
No

No
No
No

No
No
No

Yes
Yes
**Needed**

No
No
Yes

No
No
Yes

No
No
Yes

**Needed**

Yes

Yes

Yes

**Needed**

Yes

Yes

Yes

**Needed**
**Needed**
5 Statutory
Requirements

Yes
Yes
CHF100,000 max

Yes
Yes
1 Judgment
Published

9 Statutory
Requirements

CHF200,000

2 Judgments
Published

Yes
Yes
1 + Patent
Rejected
(depending on
number of
related patent
applications
filed)
1+ Patent
Rejected

Some may argue that the solution for avoiding heavy fines in Switzerland is for applicants to not
willfully submit false origin or notification information. However, there is still a large CHF 40,000
fine for negligence with respect to notification, and the act remains a crime regardless of intent.
Moreover, the potential publication of judgments (criminal in the case of false or negligent
notification) and a potential refused patent are major deterrents to small research applicants like
Rinehart, who would be discouraged from filing a patent application in Switzerland.
Overall, it is clear that the Swiss disclosure requirement is not a simple “check box” requirement
and considerable time would be required to determine whether and how to meet the requirement.
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[End of Appendix and of document]

