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Structural elements of Article 12 of the WHO Pandemic Agreement

Note - In general, the paragraphs of Article 12 of the WHO Pandemic Agreement are represented at the
section level for ease of cross-reference and transparency.

Section A — Scope (Article 12.1)

The rapid and timely sharing of “materials and sequence information on pathogens with pandemic
potential” (hereinafter “PABS Materials and Sequence Information”) and, on an equal footing, the rapid,
timely, fair and equitable sharing of benefits arising from the sharing and/or utilization of PABS
Materials and Sequence Information for public health purposes.

Section B bis - Biosafety, biosecurity, risk assessment, export control and data
protection (Articles 12.1 and 12.5(e))

The key parameter for the effectiveness of the PABS System is to ensure that it
operates in_accordance with the highest requirements in the field of biosafety,
biosecurity, risk assessment, export control and protection of data related to the
exchange of pathogens with pandemic potential.

The PABS System provides for the distribution of pathogens with pandemic
potential, which means that the distribution carried out by the PABS System may
include threatening pathogens or high threat pathogens that are either already on the
lists of states for export control or can be promptly added to such lists by them. In
the event of the emergence of a pathogen with pandemic potential, the state (states)
may promptly add it to the "List of Microorganisms..." subject to export control, and
from the moment this decision comes into force, this microorganism and certain
materials and technologies associated with it will become subject to export control
requirements, including restrictions on its free transfer to third parties.

Biosafety, biosecurity and risk assessment

— Ensuring that recipient organizations of pathogens with pandemic potential
have the necessary certified laboratory facilities, equipment, personnel, and have the
appropriate national licenses and permits to carry out research work with the
received pathogenic materials of the corresponding pathogenicity group.

— Laboratory work with and storage of received pathogens with pandemic
potential should be carried out in strict compliance with national biosafety and
biosecurity regulations and guidelines or in accordance with international
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reculations and guidelines (e.g. Laboratory Biosafety Manual, 4th edition. World
Health Organization (2020)), if these are used as a basis for national regulations.

— In the absence of national biosafety and biosecurity regulations and certified
laboratory facilities and personnel in the recipient country, pathogens with pandemic
potential should not be transferred to such a country. This decision is made on the
basis of a comprehensive risk assessment conducted by the country exporting
pathogens with pandemic potential.

Export control

— Export control 1s a set of measures ensuring the implementation of the
procedure established by national legislation for the implementation of foreign
economic activity in relation to goods, information, works, services, results of
intellectual activity (rights to them), which can be used in the creation of weapons
of mass destruction, their delivery vehicles, other types of weapons and military
equipment, or in the preparation and (or) commission of terrorist acts.

— The main objectives of export control are:

° Protecting the interests of the country exporting controlled goods and
technologies.
° Implementation of the requirements of international agreements of the

country-exporter of controlled goods and technologies in the areca of non-
proliferation of weapons of mass destruction, their means of delivery, as well as in
the area of control over the export of military and dual-use products.

° Counteracting international terrorism.

— Requirements and restrictions in the area of export control apply to controlled
goods and technologies - raw materials, materials, equipment, scientific and
technical information, works, services, results of intellectual activity (rights to
them), which, due to their characteristics and properties, can make a significant
contribution to the creation of weapons of mass destruction, their delivery vehicles,
other types of weapons and military equipment, as well as products that are
particularly dangerous in terms of the preparation and (or) commission of terrorist
acts.

— In the context of Article 12 of the WHO Pandemic Agreement and this PABS
Instrument (Annex), controlled goods include pathogens with pandemic potential
that are included in the “Lists of Microorganisms, Toxins, Equipment and
Technologies Subject to Export Control” adopted by countries that are party to the
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WHO Pandemic Agreement and countries that are party to the BTWC in accordance
with their applicable national export control legislation.

In the event of transfer of pathogens with pandemic potential, that are not subject to
export control, their exchange within the framework of the PABS System shall be
carried out in accordance with other national legislation regulating the import and
export of pathogenic microorganisms.

— The following restrictions apply to controlled pathogens with pandemic
potential:

° Export from the exporting state to foreign states of controlled pathogens
with pandemic potential is permitted for purposes not prohibited by the BTWC.
° Foreign economic transactions with controlled pathogens with

pandemic potential, involving their transfer to foreign persons, are carried out on the
basis of one-time or general licenses issued by the national agency responsible for
export control.

° The decision to issue or refuse to issue a one-time license or permit is
made on the basis of the results of the state examination of the foreign economic
transaction, conducted in accordance with the established procedure by the national
agency responsible for export control, together with other interested national
agencies, as determined by national legislation in the field of export control.

° The agreement (contract, agreement) providing for the transfer of
controlled pathogens with pandemic potential to a foreign party shall specify:

0 the purpose and place of use of controlled pathogens with pandemic
potential,

0 end user of controlled pathogens with pandemic potential,

0 obligations of a foreign person providing that the controlled pathogens

with pandemic potential received by it:

a) will be used only for the stated purposes, not related to the
creation of bacteriological (biological) weapons or the implementation
of other activities prohibited by the BTWC;

b) will not be re-exported or transferred to anyone without the
written permission of the participant in foreign economic activity from
the exporting country, agreed upon with the national agency responsible
for export control.

— If a foreign person is an intermediary, the obligations specified in
subparagraphs a) and b) above shall also be assumed by the end user of controlled
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pathogens with pandemic potential, and the obligations may be drawn up in the form
of a separate document.

— When transferring controlled pathogens with pandemic potential to states that
are not parties to the BTWC, the obligations of the foreign person specified above
in subparagraphs a) and b) must be confirmed by a document from the authorized
body of the state in which the controlled pathogens with pandemic potential will be
used.

— In the event of a violation by a foreign person of the obligations specified in
subparagraphs a) and b) above, the national authority responsible for export control
shall suspend the validity of issued and the issuance of new one-time licenses for the
transfer of controlled pathogens with pandemic potential to that foreign person until
the violation is corrected.

— Participants in foreign economic activity from the exporting country -
licensees are obliged to immediately inform the national agency responsible for
export control of the violation by a foreign person of the obligations provided for in
paragraphs a) and b) above.

— A permit for re-export (transfer to a third party) of controlled pathogens with
pandemic potential exported from the exporting country shall be issued to a foreign
person by a participant in foreign economic activity from the exporting country in
agreement with the national agency responsible for export control, or in accordance
with another procedure established by national legislation in the field of export
control.

— The decision to approve or refuse to approve re-export (transfer to a third
party) is made by the national agency responsible for export control, based on the
results of the state examination of the foreign economic transaction. The state
examination of the foreign economic transaction is conducted in accordance with
the established procedure by the national agency responsible for export control,
together with other interested national bodies and agencies that previously
participated in the state examination of the foreign economic transaction, based on
the results of which a one-time license (permit) was issued to a participant in foreign
economic activity from the exporting country.

Data protection

— Access to and protection of genetic sequence information on pathogens with
pandemic potential contained in national genetic information databases shall be
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regulated in accordance with the national legislation of the countries that are party
to the WHO Pandemic Agreement.

— Access to and protection of genetic sequence information on pathogens with
pandemic potential contained in international genetic information databases shall be
ooverned by the terms and conditions of such databases.

— In the absence in a country/territory of a national database of genetic
information, including information on genetic sequences for pathogens with
pandemic potential, access to such information shall be provided through the
agreement on the terms of transfer between the country that is a party to the WHO
Pandemic Agreement and the PABS System, taking into account the provisions of
the PABS System.

Section B — Elements to be developed in the PABS System (Article 12.2 and 12.5)

(1) Definitions (Article 12.2)

Pathogens with pandemic potential; (Article 12.2)

«Pathogen with pandemic potential» is a new (not yet characterized) or known
(including variants) infectious agent (virus, bacterium or other microorganism) that
possesses a set of biological characteristics that significantly increase its likelihood
of causing a global outbreak of disease (pandemic)/PHEIC. These characteristics
include:

1. High transmissibility - the ability to be transmitted with high efficiency from
person to person (for example, by airborne droplets, contact, fecal-oral route,
etc.) under conditions of normal social interaction.

2. Population vulnerability: the ability to infect people who lack significant pre-
existing immunity (natural or vaccine-derived), making a large proportion of
the population susceptible.

3. Ability to spread widely: potential for rapid and uncontrolled spread across
international borders using modern transportation networks and globalized
societies.

4. Potential to cause high levels of morbidity and mortality: potential to cause
severe disease leading to serious health consequences (prolonged
hospitalization, disability, death), creating excessive financial and social
burden on health systems and society as a whole.
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5. Difficulties in control: lack or limited availability of effective and widely
applicable countermeasures (specific vaccines, effective treatments in the
early stages of an outbreak).

PABS Materials and Sequence Information; (Article 12.2)

«Materials and information on the genetic sequences of the PABS» — pathogens with
pandemic potential in the form of samples from people or animals (in the case of
zoonotic or zooanthroponotic pathogens) or in the form of isolated cultures and
information on the genetic sequences of these pathogens, received by the PABS
System in the established manner.

«Genetic sequence (information)» — a sequence of nucleotides in nucleic acid
polymers.

«Genetic_data» — information on the genetic information of various biological
objects, presented in a form suitable for obtaining (collecting), systematizing,
accumulating, storing, clarifying (updating, changing), using, distributing (including
transferring) and destroying such information.

Participating manufacturer (Article 12.6(a))
Other technical terms

(2) Modalities, terms and conditions on access and benefit sharing that provide legal certainty
(Article 12.5(b))

(3) Legal nature (Article 12.2)

(4) Coordination and operation of the PABS System, in collaboration with relevant international
organizations and relevant stakeholders (Article 12.2)

(5) Administration and coordination of the PABS System by WHO (Article 12.2)

(6) Sharing of material and sequence information and of benefits, both monetary and non-
monetary, including annual monetary contributions and vaccines, therapeutics and diagnostics
(Article 12.5(a))

(7) Facilitation and acceleration of research and innovation (Article 12.5(c))

(8) Complementarity with the PIP Framework and other relevant ABS instruments (Article
12.5(d)(i))
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(9) Review and alignment of national and/or regional ABS measures (Article 12.5(d)(ii))

National and/or regional access and benefit-sharing measures are not identical to and
do not replace export control legislation for controlled pathogens with pandemic

potential.

(11)Facilitation of manufacture and export of vaccines, therapeutics and diagnostics (Article 12.5(f))

Section C — Traceability and open access to data (Article 12.3)

The provision of pathogens with pandemic potential is carried out in accordance
with international rules (BTWC) and national legislation in the field of export
control, with priority given to national norms and rules (in the case of the transfer of
controlled pathogens with pandemic potential) or other national legislation
regulating the import and export of pathogenic microorganisms (in the case of the
transfer of pathogens with pandemic potential that are not subject to export control).

The provision of information on the genetic sequences of PABS is carried out in
accordance with international rules (in the case of international databases) and
national legislation in relation to national databases of genetic information — with
priority given to national norms and rules.

The free transfer of materials and information on the genetic sequences of the PABS
1s permitted only for scientific purposes. Commercial use of these materials and
information requires a benefit-sharing agreement as defined in the PABS Instrument.

Section D - Consistency with Nagoya Protocol (Article 12.4)

The PABS instrument does not replace the Nagoya Protocol, but complements it in
the event of pandemic emergencies and PHEICs, with the understanding that nothing
in this paragraph creates obligations for States that are not parties to the Convention
on Biological Diversity and/or the Nagoya Protocol.

Section E — Provisions in the event of pandemic emergency (Article 12.6)

(1) Rapid access to real-time production of vaccines, therapeutics and diagnostics (Article 12.6(a))
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(2) Distribution of vaccines, therapeutics and diagnostics based on public health risks and needs,

with particular attention to the need of developing countries (Article 12.65(b))

In distributing vaccines, medicines and diagnostics received by the PABS System,
priority should be given to countries that have provided a pathogen with pandemic
potential on the basis of or using which certain pandemic countermeasures have been
developed. Further distribution of such resources is carried out depending on the
level of risk to public health and public health needs, with particular attention to the
needs of developing countries.

Section F — Provisions in the event of a public health emergency of international concern (Article 12.7)

In emergency situations involving the occurrence or risk of outbreaks of infectious
diseases, in order to take measures to implement protective measures, a decision to
1ssue a one-time license for the import of controlled pathogens with pandemic
potential may be taken by the national agency responsible for export control, subject
to the written consent of the federal executive body authorized to exercise functions
for the control and supervision of infectious diseases.

Section G — Additional benefit-sharing provisions (Article 12.8)

Section H — Other elements for effective operationalization of the PABS System (Article 12.9)

The national agency responsible for export control, based on the results of the state
examination of a foreign economic transaction, has the right to establish as a
mandatory condition for the transfer of controlled pathogens with pandemic
potential to a foreign person the acceptance by the end user of obligations to provide
the participant in foreign economic activity from the exporting country with:

e The right to verify the use of obtained controlled pathogens with pandemic
potential.

e Delivery confirmation certificate or other document issued by the authorized
body of the state of end use, certifying the import of controlled pathogens with
pandemic potential into the territory of its state.




