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Reference: International Health Regulations Awareness Workshop for BTWC Delegations, Geneva, 21 Aug 2009
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Biosafety / Biosecurity =
Cross-Cutting, Vital Elements of

o Health Security & Biological Non-Proliferation
WHO IHRs (2005) BWC
Applicability: 163 BWC States Parties

Purpose:

Requirements:

Entry into force:

Mandated
reporting / where
/ when:

To prohibit the development,
production, acquisition, transfer,
stockpiling and use of biological

and toxin weapons

Any necessary measures to prohibit
and prevent the development,
production, stockpiling, acquisition,
retention, transfer or use of
biological weapons

26 March 1975

None*
* CBM voluntary reporting /
BWC ISU / every year by 15 April
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3/@ What do the IHRs call for?

|J;;j[[""“*f,\ifuh.h.‘;_, . Stren_gthened national c;apaci_ty f_or
H‘l' m| surveillance and control, including in travel
| REGUIATIONG, and transport
(2005

~ «|Prevention, alert and response to
International public health emergencies

International
Health
Regulations (2005)

HOVHSHTHR2010.1

e Global partnership
and international
IHR MONITORING FRAMEWORK: CO I I abo rati O n

CHECKLIST AND INDICATORS FOR
MONITORING PROGRESS IN THE
DEVELOPMENT OF IHR CORE
CAPACITIES IN STATES PARTIES

Areas of work for implementation International Health Regulations (2005)

June 2007
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OPPORTUNITIES

3@ neW OBLIGATIONS

If your country is a Member State of the World Hezlth Organization (WHC),
it is almost certainly a State Party to the Intermational Health Regulations,
revised in 2005.

Each 5tate Party to the IHR(200%5) thersfore contributes to a global legal
framework for the detection of and responsa to international public health
risks and potential public health emergencies of international concern.

« Bach State Party has pew obligations 1o prevent and conyrol the spread of

disease jrecide and cwutside their borders, and to report potential public

health emergencies of international concern to WHO. To this end, your
country is expected to develop and maintzin its key disease surveillance
capabilities.

As a State Party to the IHR(2005), your country benefits from WHC's
surveillance activities and from WHO's reports from other States Parties of
critical health risks that may affect ywour country. States Parties may also parti-
cipate in coordinated response efforts to protect your country from these
fast-traveling risks.

WHC is mandated to assist States Parties
in fulfilling these new obligations.

INTERMATIONAL

The IHR[200E} zlso offer new opportuni L
ties to countries to strengthen their public GULATIONS

health capacities and collaborate with (2Coe|
each other and with WHO. s

International
Health
Regulations

Pl

~“Guidance for national
policy-makers and
partners

%Y World Health
.7 Organization

For further information visit www.who.int/ihr
or contact your WHO Regional Office




\/@ Knowledge Check

The International Health Regulations (2005)
only apply to natural disease outbreaks

TRUE  (FALSE)

The IHRs (2005) apply to any diseases and public health
events (bioloqical, chemical, radioloagical), including those
from new or unknown causes, irrespective of origin or
source, that could present significant harm to humans.

Slegre Unintended Vandalism Deliberate
outbreak  Consequences Accidents Negligence sabotage use of BW




S/((‘ Requirements of the
e International Health Regulations

Annex 12: "Each State Party shall develop, strengthen and maintain, as
soon as possible but no later than 5 years from the entry into force... the
capacity to detect, assess, notify and report events in accordance with
these Regulations”

Annex 1: "the capacity to respond promptly and effectively to public
health risks & public health emergencies of international concern...”

Article 54: States Parties and WHO are required to report to the WHA on a
yearly basis on progress made in the implementation of the Regulations

8 Core capacities Entry into force
— Legislation and Policy Assessment of public health core capacities (IHR Annex 1)
— Coordination National action plan
— Surveillance Implementation of national action plan
— Response ‘ -
Core capacities present
— Preparedness A A
— Risk Communications vr N N
_ —
Fuman Resources June 2007 June 2009 June 2012
” Laboratory
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_}/@ Laboratories & the IHRs

“Laboratory” or “specimens” is quoted 7 times in the text
1. Detection - laboratory data to be reported (annex 1)=early warning signal
2. Assessment of events 2 insufficient laboratory capacity = serious event (annex 2)

3. Public health response supported through the laboratory analysis of samples,
domestically or through collaborating centres (annex 1)

4. Notification to WHO = continuous communication of laboratory results (art. 6)

5. Information sharing = links with ...laboratories for the dissemination of information
and recommendations (annex 1)

6. Recommendations by WHO with respect to the persons may include the review of
laboratory analysis (art. 18)

/. Facilitating the transport and handling of biological substances, reagents and
materials for diagnostic purposes (art. 46)

Reference: International Health Regulations Awareness Workshop for BTWC Delegations, Geneva, 21 Aug 2009
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Data
Collaction

Ongoing activity to develop and strengthen IHR Core Capacities

Nl Update Plan of J

Action to address
uastionnaire 5 L
:Inﬂ submit the gaps identified
information to
the WHO IHR
database

Report to NFP and WHDJ

Findings and

tians
From TWHS andl
IHRMFEP an
Devalopment and
Strengthening of
Core Capacity

IHR Monitoring Framework: Checklist and
Indicators for Monitoring Progress in the
Development of IHR Core Capacities in
States Parties (WHO/HSE/IHR/2010.1)

;‘“‘_ﬁ/éFramework & processes for monitoring the(;
: development of national core capacities ~\

Framework of:

20 mandatory global
Indicators for annual
reporting to the WHA
by all States Parties

e 10 optional
indicators

Tools for monitoring:

e Checklist
 |ndicators
 Questionnaire



Core Capacity 8: Laboratory

IHR (2005) Annex 1, paragraph 6(b):

“Public health response to provide support through
specialized staff, laboratory analysis of samples
(domestically or through collaborating centres) and
logistical assistance (e.g. equipment, supplies and transport”

Core Capacity 8: Laboratory”

Current status of implementation of core capacities

Component  Country level

of core
capacity

Laboratory

indicator

Laboratory

e |
Prerequisites

1
Inputs and process

Policy to ensure

An upduu.d and accessible inventory of pub]a:.,

MNetwork of national and intermational

| Al diagnostic laboratories ane cerlified or

diaenostic SRS quality of and private laboratories™ and their relevant laboratonies established to meet accredited f{-:mrding to international
agnostic Sl ‘lLLb are laboratory diagnostic capacity 15 available. diagnostic and confirmatory laboratory stnn&.u:r]sq' , aor Lo national standards
and available and | diagnostic . ) ) requirements and support outbreak. adapted from international standards.
confirmation | accessible to | capacity (e.g., ]:;‘_‘ma‘ Efr”;":_ff Lﬁzf‘;}’f ies) (NR EJ' - ﬂfg’“?':; ?;DE;“ specified in
[, . 1 g i & ated and st ¥ Isseminaled Lo NEX 2 O [ }. A tional system is in place for eliable
capacity test for licensing = wationa) 5y: P ,
o Lot accreditation | relevant stakeholders. and safe detection of MDR and XDR*
gt eic.), . _ R Greater than 10 non-AFP hazardous M. mberculosis, with quality sssurance
health Access o diagnostic services™ for priority specimens per year referred to national results available for peer review and
it oate diseases, for pathogens listed in Annex 2 of of intermnational reference laboratories for dissemination.

the THR (2003), and for public health threats
including horardous substances™.

Mational or international external qualiby
assessment schemes are implemenied for
diagnostic laboratorics in the country for
major public health disciplines”".

examination.

Laboratory test results are received I'mm
the diasgnostic laboratory in a timely™
manner to infonm decision-making and
actions,

WHA Indicators:

12. Laboratory services to test for pnionty health threats are available and accessible.
13. Laboratory biosafety and biosecurity practices are in place.

Country has one or more National
Reference Laboratory contributing (o
diagnostic services in another country,



-/C WHO Questionnaire /
5( Annual Reporting

Core Capacity: Laboratory
Component: 8.2 Laboratory biosafety and Biosecurity
Indicator: 8.2.1 Laboratory biosafety and Biosecurity practices are in place.

8.2.1.1 Are biosafety guidelines accessible to individual laboratones?
8.2 1.2 Do regulations, policies or strategies [73] exist for laboratory biosafety?
8.2.1.3 Has a responsible entity [74] been designated for laboratory biosafety and biosecurity?

8.2 1 4 Have biosafety guidelines, manuals or SOPs been disseminated to laboratones?
8.2 1.5 Are relevant staff trained on biosafety guidelines?
8.2.1.6 Has national classification of microorganisms by risk group [75] been completed?

8.2.1.7 |s there an institution or person [/6] responsible for inspection, (could include certification of biosafety
equipment) of laboratories for compliance with biosafety requirements?

8.2.1.9 Has a bionisk [77] assessment been conducted in laboratories to guide and update biosafety regulations,
procedures and practice, including for decontamination and management of infectious waste?

8.2.1.10 Are diagnostic laboratories designated and authorized or certified BSL 2 or above for relevant levels of the
health care system?

8.2.1.11 Have country experience and findings related to biosafety been evaluated and reporis shared with the global
community?
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Knowledge Check

Is the legislation on biosafety/biosecurity,

IHR-related and / or reportable?

a. Such legislation has nothing to do with the IHRs

& policy component of Core Capacity 1

b. Yes, it is related and it is captured under the National legislation

c. Yes, itis related but we don’t need to worry about reporting it

' Cl.'m'lpi}l'lﬁl'lf. -:

Mational
legislation
and policy

Couniry level
indicator

Laws, regulations,
administrative
Nquiri:nwmsu.
policies or other
gFavernment
instroments in place
are sufficient™ for
implementation of
abligations under the
THRE.

~ Core Capacity 1: National

<1
Prereqguisites

~legislation, policy & financing

Status of dev elopment of IHR core capacities by n.arralnlm level

.ﬁ" == 2 '-.':-'I'-."E'!-\..'.-.-ﬂ' g e
T P e T et L

I‘:lllm Applicable
1

Aszessment'”

of relevant legislation,
regulations, administrative requirements and
other government instruments for [HR (2005)
implementation has been carried out, with a
report available.

Documentation that the country

recommendations following

assessment of relevant legislation,

regulations, administrative
requirements and other
government instruments are
implemented is available.

A compilation of national

Review of national policies to facilitate the
implementation of IHR NEP functions and
technical core capacities™, 20

Documentation that policies to
facilitate 1HR NFP core and

) . e
| expanded'l functions and

IHR-related legislation, is
published ',
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WHO Resources for Technical Assistance
on Biosafety / Biosecurity

World Health
Organization

Media cenbre Fuk; Counries

International Health Regqulations {IHR)

Programmes and progets

Hoout WHO

Ireraabione Heath
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preE
Ghbal 2t and response
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http://www.who.int/ihr/biosafety/en/index.html

THR Lyon office

3 ways
to implement biosafety
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-/C IHRs implementation:

It takes a village”

Example of WHO key partners to support IHR implementation

*  Dther intergovernmental organizations

UN system (e.g. Food and A griculture Organization (FAQ), International A tomic Energy
Agency (IAEA), International Civil Aviation Organization (ICAO), International [abour
Organization (ILO), Inlernational Maritime Organgzation (IMO), United Nations Children's Fund
(UNICEF), World Trade Organization (WTO));

regional (e.g Association of Southeast Asian Natwons (ASEAN), European Union (EU),
Mercado Comiin del Sur (Mercosur));

technical (e. g World Organization for Amimal Health (OIE)).

+  International aid apencies (e.g. Asian Development Bank (ADB), Agence franaise de
développement (AFD), Canadian International Development Agency (CIDA), UK Department
for International Development (DFID), Japan International Cooperation Agency (JICA), The
Netherlands, Swedish Intermational Development Cooperation Agency (Sida), Umitad States
Agency for Inernational Development (USAID), World Bank).

*  WHO Collaborating Centres / ne tworks of excellence (e.g. Global Outbreak A lert and
Response Network (GOARN), Institut Pasteur, United States Centers for Disease Control and
Prevention (CDC)).

*  Academics and professional associations (e.g. International Association of National Public
health Institutes (IANPHI), American Public Health Association (APHA)).

*  Industry associations (e.g. Airports Council Inernational (ACI), Inernational Air Transport
Association (IATA), Inernational Shipping Fedaration (ISF), Unson of International Railways
(UIR)).

*  Nongovernmental organizations (NGOs) and loundations (e.g. The GAVI Alliance,
Internationz! Federation of Red Cross and Red Crescent Soceties (IFRC), International
Committes of the Red Cross (ICRC), Mé&decins sans frontiées (MSF)).




Biosafety / Biosecurity =
Cross-Cutting, Vital Elements of

o Health Security & Biological Non-Proliferation
WHO IHRs (2005) BWC
Applicability: 163 BWC States Parties

Purpose:

Requirements:

Entry into force:

Mandated
reporting / where
/[ when:

To prohibit the development,
production, acquisition, transfer,
stockpiling and use of biological

and toxin weapons

Any necessary measures to prohibit
and prevent the development,
production, stockpiling, acquisition,
retention, transfer or use of
biological weapons

26 March 1975

None*
* CBM voluntary reporting /
BWC ISU / every year by 15 April
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;{C BWC Key Facts and Provisions

Convention on the Prohibition of the Development, Production, and
Stockpiling of Bacteriological (Biological) and Toxin Weapons and on Their
Destruction (BWC)

Article |: States Parties “never in any circumstances to develop, produce,
stockpile or otherwise acquire or retain: (1) Microbial or other biological agents, or
toxins whatever their origin or method of production, of types and in quantities that
have no justification for prophylactic, protective or other peaceful purposes; (2)
Weapons, equipment or means of delivery designed to use such agents or toxins for

hostile purposes or in armed conflict”

* The prohibition of the use of BW - originating in the 1925 Geneva Protocol for the Prohibition of the
Use of Asphyxiating, Poisonous or other Gases, and of Bacteriological Methods of Warfare, also falls
under the purview of BWC (specifically under Article 1), as stated at the 4th BWC Review Conference

Article lll: States Parties to refrain from transferring BW to anyone and from
assisting, encouraging or inducing anyone to manufacture or acquire them

Article IV: prescribes obligations for States Parties to implement the BWC
through appropriate national measures including legislative, regulatory or any
appropriate penal laws that prevent the proliferation of dual-use products and
technology for illicit weapon purposes to States as well as non-State actors




S/((‘ Knowledge Check

Is there a list of biological agents
controlled under the BWC?

NO

“Almost any disease-causing organism (such as bacteria, viruses, fungi, prions or
rickettsiae) or toxin (poisons derived from animals, plants or microorganisms, or similar
substances synthetically produced) can be used in biological weapons”

(BWCQC)

“Any micro-organism, virus, infectious substance, or biological product that may be
engineered as a result of biotechnology, or any naturally occurring or bioengineered
component of any such microorganism, virus, infectious substance, or biological
product, capable of causing death, disease, or other biological malfunction in a human,
an animal, a plant, or another living organism, deterioration of food, water, equipment,
supplies, or material of any kind..."

(US BW Anti-Terrorism Act of 1989 / US Code Title 18, Part |, Ch.10)




HOMEPAGE

MEWS AMD MEDIA

THE UNITEL NATIONS

LIM FAMILY IN GENEWVA 2 CIVIL SOCIETY

PERMAMNENT MISSIONS

The United Nations in the Heart of Europe

Conference on
Disarmament

Anti-Personnel
Landmines Convention

The Biological Weapons
Conwvention

The Convention on
Certain Conventional
Weapons

Conwvention on Cluster
Munitions

Disarmament
Fellowship

Other Issues Related to
Disarmament

Disarmament Resource
Guides

A TextSize: A | A|A|A| B SHAF

Disarmament

BWC Compendium of Mational Approaches to Biosafety & Biosecurity

Thiz page provides information on national approaches to biosafety and biosecurity, as provided to the
Implementation Support Unit by States Parties. It was created as a resource for the 2008 meetings of the
BWC.

In his letters to States Parties, the Chair of the 2008 meetings requested "a brief outline or overview" of
national approaches to the topics under consideration "to optimise our use of time". He went on to add that
this was not "extra or additional information, aor... any kind of reporting requirement” but that the
compendium was a tool to enable information generated by meetings of the BWC to be shared in a more
efficient manner and more readily accessible to as=ist Statez Parties in their preparations for the mestings,
during their national activities and in preparation for the Seventh Review Conference and future efforts.

The ISU has information on:

P australia
P Brazil

b Bulgaria
P canada
b Georgia

BWC ISU website reference:

http://www.unog.ch/unog/website/disarmament.nsf/(httpPages)/FD59A71FCOB3FAF8C12574780052F81A?0OpenDocument



BWC Confidence Building Measures
(CBMSs)

CBMA | Part 1: Exchange of data on research centers and laboratories

« 1986 agreement: introduce

V- Part 2: Exch f Part 2(i): National biological defense
CBMs "in order to prevent A infoi’(r%a?inogl]’leoon research and development programs-
or reduce the occurrence of national biological Declaration
am blg uities, doubts and defense research and | Part 2(ii): National biological defense
suspicions and in order to development research and development programs-
Improve international programs —

. . . Part 2(iii): National biological defense
COOperatIO_n In the f|e|d Of research and development programs-
peaceful biological Facilities
activities* CBMB | Exchange of information (i): Background information on

on all outbreaks of o_utbreaks of reportable infectious
. infectious diseases diseases
e CBMs were elaborated in and similar (ii): ln_fOfrma_tion gn OUItbreakzI of )
£ infectious diseases and similar
1987 and mOd.Ifle.d/eXpandEd gccurr_ences caused occurrences that seem to deviate
In 1991; submission / y toxins from the normal pattern

distribution improved in 2006 CBMC | Encouragement of publication of results and promotion of use
of knowledge

° CBMS (On agreed formS) are CBMD Active promotion of 1: Planned int_ernatio_nal conferences,
submitted to the BWC ISU no contacts e fora e omer
|atel’ than 15 Apl’l| eaCh yeal’ 2: Information regarding other

opportunities

CBME | Declaration of legislation, regulations and other measures

« CBMs are not legally-binding

(| e. not requ|red by any article| cBMF | Declaration of past activities in offensive and/or defensive
of the Conventlon) biological research and development programs

CBM G | Declaration of vaccine production facilities




W CBMs transparency

« CBMs are posted in the password-protected area of the BWC ISU website
(reserved for the use of official representatives of BWC States Parties only),
unless the submitting State Party requests otherwise

« Certain States have decided to make their CBMs available on the public
section of thls S|te (http://lwww.unog. ch/bwc)

4 THE UNITED NATIONS OFFICE AT GENEVA

ECF MATIOMS
B CIVIL SOCIETY

HOMEPAGE NEWS AND MEDTA UM FAMILY IN GENEVA

The United Mations in the Heart of Europe ATextsize:dala AlAl BsHar

| Conference on Disarmament

| Misarmament

| Anti-Personnel
| Landmines Convention

CBM Returns

This page provides a summary of submissions by State
Parties under the Confidence-Building Measures
established at the Second Review Conference.

|
| The Biological Weapons
| Convenunn

Lut t 1 F ti . . .
ket i States Parties which previously formed part of another

qu!:-:r:hup ctate (For example, the Czech Republic and Slovakia, and the states which constituted the former
Yugoslavia) are counted as having participated whenever the former state participated. This has been
done on the grounds that the information submitted at the time presumably includes data on the terrtory

| ?th Review Conference

Meetings and Documents that later became the new state. The figures for total submissions may therefore differ slightly from those
[ in other reports. For these purposes, Czechoslovakia was comprised of the Czech Republic and Slovalkia;
[ Implementation Serbia and Montenegro was comprized of Serbia and Montenegro; the USSR was comprised of Armenia,
| Crfdane-Baiding Azerbaijan, Estonia, Georgia, Kazakhstan, Kyrgyzetan, Latvia, Lithuania, Moldowva, Russian Federation,
| Measures Tajikistan, Turkmenistan, and Uzbekistan; and Yugeoslavia was comprised of Bosnia and Herzegovina,

Croatia, Montenegro, Serbia, Slovenia, and The former Yugoslav Republic of Macedonia.
Participating in CEMs

CEM Returns There iz also more detailed information providing a Summary of Submissions by CEM Form. (The mors
[ detailed summary will be updated annually in preparation for the Meebing of States Parties.)

| BWC Natwork:
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s/@Confidence-Building Needs Transparency

« “The Obama administration’s new
strategy for countering biological
threats—both natural and man-made—
rests upon the main principle of the
BWC: that the use of BW is “repugnant

to the conscience of mankind”

- U/S Tauscher unveiling the US National Strategy for
Countering Biological Threats at the 2009 BWC
Meeting of States Parties

* “in a gesture of our transparency”, the

: . : State for Arms Control, Ellen Tauscher,
United States will “work toward posting addresses the BWC

future annual CBM submissions on the
public access side of the Implementation
Support Unit website and we will
encourage other Parties to follow suit”

- Ellen Tauscher, U/S of State for Arms Control

« US CBMs posted publicly in 2010 & 2011

http://geneva.usmission.gov/2009/12/09/tauscher-bwc/



Preparedness - Emergency An’i.'lt'ﬂE -

=~ Public Health Emergency

.{" S hz Public Health and Medical Emergency Support for a Nation Prepared

PHE Heme > About ASPR > Office of Policy and Planning (OPP) > On the Front Line of Biodefense
. i P =,

On the Front Line of Biodefense Tre e |

Key Resources |

Biological Risk Management and Non-Proliferation Activities Supported by the Office of the

Assistant Secretary for Preparedness and Response } United States Mission in

Geneva

¥ Biclogical Weapons
Convention

} 1540 Committee

} National Select Agent
Reqistry

} Bicdefense

} CBRN Activities

The 1872 Convention on the Prohibition of the Development, Produdtion and Stodkpiling of Badteriological (Biological)
and Toxin Weapons and on their Destruction, commonly known as the Biological Weapons Convention (BWC), was the

first international treaty to completely prohibit the development, produdtion and stodpiling of an entire cass of the

biological weapons. By ratifying the Convention, States Parties prociaim their determination “to exclude completely the
possibility of bactericlogical {biological) agents and toxins being used as weapons and their conviction that "such use
would be repugnant to the conscience of mankind and that no effort should be spared to minimize this risk™.

The central prohibitions of the treaty are stated in Article |: *Each State Party to this Convention undertakes never in any P M Shants Rinay
circumstances o develop, produce, stodkpile or otherwise acguire or retain: (1) Micobial or other biclogical agents or Board for Biosecurity

toxins whatever their origin or method of preduction, of types and in quantities that have no justification for prophylactic Confide Building

protective, or other peaceful purposes; (2) Weapons, equipment or means of delivery designed to use such agents of Y

toxins for hostile purposes or in armed conflict”™.
¥ 2008 CBM Return

The risk of biclogical warfare and biotemorism has inoreased but so has the determination of the United States to prevent,

deter, and mitigate them, as illustrated by the President’s National Strateqy for Countering Biclogical Threats, When
unveiling the Strategy at the BWC Mesting of States Parties in December 2009, the Under Seoretary for Arms Control
Ellen Tauscher, stated that “The Obama administration’s new strategy for countering biological threats—both natural and

OPP Divisions
man-made—ests upon the main principle of the BWC: that the use of biolegical weapons is repugnant to the conscience
of mankind™. » Division for At-Risk

ASPR website at: http://www.PHE.gov/about/OPP/Pages/bwc.aspx
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ELOG PHOTOS & VIDED BERIEFING ROOM ISSUES i the ADMINISTRATION the WHITE HOUSE our GOVERNMENT

Home = The Administration - Office of Science and Technology Policy C, Search OSTP | Search |

Office of Science and Technology Policy

About OSTP | OSTPBlog | Pressroom | Divisions | R&DBudgets | Resourcelibrary | NSTC | PCAST | ContactUs
NSTC : |

About NSTC Biosecurity

Committees

This website was established to inform the public and the academic and private sector research communities
Meetings about government policies related to the safe and secure conduct of biological research and the technologies
arising out of the application of the life sciences. Created by the Office of Science and Technology Policy within the

Documents & Reports Executive Office of the President, this website will

Topics
Aeronautics Science & » hostthe most updated and factual information regarding biosecurity policy as itis being inifiated, developed
Technology and promulgated by the U8, Government:
Biosecunty * provide answers to frequently asked questions
Ocean Science & « provide advisory materials and reports from which recommended policies may be based: and
Technology = provide a calendar for public meetings and opporunities for public input
MM Strategy

Website hosted by OSTP, Executive Office of the President:
http://www.whitehouse.gov/administration/eop/ostp/nstc/biosecurity




S/((‘ Opportunities to Report on
Biosafety / Biosecurity in CBMs

 Biosafety and biosecurity provisions: critical in BWC implementation
(among inter alia legislative, administrative, and other measures to enhance domestic
implementation & compliance with the BWC; national export control systems; education,
awareness raising & outreach measures; disease surveillance, detection and containment)

« CBM E (Declaration of leqislature, regulations, & other measures):
relevant laws, regulations, or other measures on biosafety / biosecurity national framework

« CBM A Part 2(ii) (National biological defense research and
development programs- Description): address oversight roles & responsibilities

« CBMB (i) (Information on outbreaks of infectious diseases and similar

occurrences that seem to deviate from the normal pattern): report disease
outbreaks when... inter alia, “the disease occurs in the vicinity of research centres and
laboratories subject to exchange of data under item [CBM Form] A..”

« CBM C (Encouragement of publication of results and promotion of use
of knowledge): report relevant policies, publications, reports, etc

« CBM D (Active promotion of contacts): relevant educational and training activities



s BVICES

-/C Biosafety / Biosecurity in CBMs
- submission examples -

United States of America

Confidence Bulding Measure Return covering 2010

Convention on the Prohibition of the Development, Production and Stockptling of
Bactenological (Biologcal) and Toxin Weapons and on their Destruction

Ssbnztted to Se Uzited Natizns oo
Apil 13, 2011

National biological defence research and i

Overview of HHS Biodefense Programs and Activities

Improving our nation's defenses against biological threats is 2 key part of the US. Government's
homeland security effort. The U.S. Deparment of Health and Human Services (HHS) supports
activities to improve local and state public health systems, to expand existing biosurveillance
tﬁotmndbﬁndmmhmmﬁﬂcmummlbmm}ms
also has a key role in implementing the Biological Weapons Convention (BWC) tenets and the
Umnmmcmmmlmmmlm}mumm
regulatory. and policy framewark on biological ritk management. and effective oversight of its
bndefmsep:ogms Many different divisions within HHS have a role in these diverse
actvines.

The main operating divisions of HHS iovolved in biodefense are: CDC (Centers for Disease
Cootrol and Prevention), NIH (National Institutes of Health), and FDA (Food and Drug
Administration). The staff divisions primarily involved in biodefense issues are the Assistant
Secretary for Preparedness and Response (ASPR) and the Office of Global Health Affairs
(OGHA). For complete list of HHS staff and operating divisions, please see:

Within ASPE. the Office of Policy and Planning (OPP) advises HHS and ASPR leadership on
policy options and strategic plannmg to support domestic ard international public health
emergency preparedress and responss activities within ASPR, HHS, and the Faderal
Government OPP serves as the focal point for the National Security Staff (N5S) policy
coordination activities on behalf of ASPR and leads the development and implementation of an
integrated ASPR. approach to policy. On behalf of HHS, ASPR is supporting the U.S.

of Swate in its public diplomacy demarches related to the Biological Weapons
Coovention (BWC), represents HHS in the U.S. delegation to the BWC, coordinates the HHS

reporting on CBMs, and it has a key role in implementing the BWC tenets through a legal,
extant, regulatory, and policy framework on biological nsk management, and effective oversight
of its biodefense programs.




L EEICES

-/C Biosafety / Biosecurity in CBMs

- submission examples -

United States of America

Confidence Building Measure Return covering 2010

Convention on the Prohibition of the Development, Production and Stockptling of
Bactenological (Biolomeal) and Toxin Weapons and on their Destruction

Ssbnztted to Se Uzited Natizns oo
Apil 13, 2011

Encouragement of Publication of Results and Promotion of Use of Knowledge

U.5. Department of Health and Human Services (HHS) Open Government Plan and the
HHS Strategic Plan 2010-2015

HHS believes that ransparency and data sharing are of fundamenta] imporance to its ability to
achieve its strateric goals of advancing the bealth and well-being of the United States. HHS's
vast stores of data are a remarkable resource which can be utilized to help citizens understand
what HHS does and hold it accountable, help the public kold the private sector accountable,
increase awareness of health and buman services 1ssues, geperate insights into bow to improve
basis for new products and services.

The National Institutes of Health (NIH) Review AMechanism for Dual Use Research
Manuscripts

The NIH has established a review mechanism for maruscripts which may involve dual use
research of concern.

The Publication and Abstact Clearance Form is avatlable coline at:
hop:‘'www].od nih gov/oir'sourcebook ‘oversight pub-clear-form hm

The Dual Use Questionnaire is available online at
hep:sourcebook od nih pov oversight Dual®, 20Use®: 20Questonnaire-4- 2010 pdf

CDC Polcy on oversight and clearance of dual use research of concern 15 available online ar:
wrww cde povOD foia'policies

cySlé




s BVICES

-/C Biosafety / Biosecurity in CBMs
- submission examples -

Active promotion of contacts

1. Planned international conferences, symposia, seminars, and other similar forums for
exchange

May 17-20, 2011
Countering Biological Threats: National Implementation of the Biclogical Weapons
Coavention and Multinational Qutbreak Responte and Bioterrorism Investization

United States of America D tration
Confidence Building Measure Return covering 2010 TreUS. Dm dD!fmst and Ih! Us. qual of Health and Human Services will

hold a conference and funcnional exercize in Thihg, Georgia, for civilian and military public
heakth lywr enforcement military, and affiliated professionals from 10 countries as well as

C°“"*:’“°“:" e “""”‘1’:“"‘ of the D:n‘:‘*’:"’ ?’“’“;:"“ ‘:“ 5‘“‘?‘{:‘ of representatives of infer-governmental organizapons (WHO, INTERPOL, NATO, UN Office of
AR SRR e e u e Disarmament Affairs (UNODA), and the Biclogical Weapons Coavertion (BWC)
Implementanion Support Unit).
October 27-November 2, 2011
Ssbmtod o Se Usind Natios oo 54th Annual Biological Safety Conference (non-government)
G Anahkeim CA

The 54th Anmual Biological Safety Conferences is sponsared by the Amernican Biological
Safery Association (ABSA). The 2011 Conference will feature:

: : ” « Four Full Days of Intensive Pre-Conference Courses
I g iy s gyl «  Three Full Days of Stae of the Art Keynotes, Papers, and Panels _
Dual Use Concerns in Life Sciences Research . &hhuﬁhemm;h;mmmpmmmmdimu
The Mational Instirures of Health (NTH) released a rew educational video in June 3010 on the « Invaluable Networking with Biosafery Professionals
mefmummmchm:ﬂh&mLTHn:;otudmlwnﬂmnmm
and uwndersrding about the dual use research issue by offencg a conceprual ovenview through For more information, please visit

with patiorally respected scientists, instinenional leadery, journal edsors, aed ; r
:—T;?flhe public. Discusiants dﬁmhhmdmmmmmﬁcm:m:nm Erp:/ ‘waww absaconference arg
to sciennfic responsibilay and important overuphs and seomity concerns. The video i avadable

the Dual Use Pro £ the Web sate of the NTH OfSice of Biotechzology Ac AP — :
(0BA. Miw s od ik seebiomcmiriesecuciv banl) v well s YouTobe E‘“ ‘:uuﬁl:thbung_lpsmilbyhus.Gmmme.S.Gnmmudﬂ!




-/C. Biosafety / Biosecurity in CBMs
- submission examples

United States of America

Confidence Bulding Measure Return covering 2010

Bactenological (Biological) and Toxin Weapons and oo thew Destructhon

Subustted to the Uzsted Natieos oo
Apxil 15, 2011

Convention on the Prohibihion of the Development, Production and Stockpiling of

FeormE
Declaration of le=r somt amd sther mersure: relating to
Amended
Since
. . Lau
Lepithiion Eepulasioet Other  year
o of mucTobial or other bnological
of retention of Y
ummmudmﬁw YES YES YE5 YES
delmery specified i Article I
Import of Micro-Orpacisms and Toxins. YES YES YES NO

Expont of Macro-Orpasicees and Towing YES YES KO

YES

Final Rule Stage: Possession, Use, and Transfer of Select Agents and Toxins: Chapare
Virus (Chapter 610 Review)
Action: Final Acgon 1100111

The Public Health Secunity and Bioterrorism Preparedness and Response Act of 2002 mzhonzes
the HHS Secretary 1o regulate the possession, use, and mansfer of select agents and toxins that
have the potential to pose a severe threat to public bealth acd safery. These regulations are set
forth at 42 CFR 73. Criteria used to detenmine whether a select agent or toxin should be included
under the provisions of these regulations are based on: (1) The effect on human health as a result
of exposure to the agent or toxin, (2) the degree of cortagiousress of the agent or toxin, (3) the
methods by which the agent or toxin is transferred to humars_ (4) the availability and
effecuvensss of pharmacotherapies and immurirarions 1o traat and prevent and iliness resuinee
from infection by the agent or toxin, and (5) amy other critenia, inchuding the peeds of children
and other vulcerable populatons that the HHS Secretary considers appropriate. Based on these
criteria, we are proposing 1o amend the list of HHS select agents and toxins by adding Chapare
virus to the hist After consulting with subject matter experts fom CDC, the National Institutes of
Health (NIH), the Food Drug Administration (FDA), the United States Department of
Agiculnare (USDA)/ mmmamwm:mumywm
Research Service (ARS). USDA/CVB (Center for Veterinary Biologics), and the Deparmment of
Defente (DOD) Urnited States Army Medical Research Instirate for Infectious Diseases
(USAMRIID) and review of relevant published studies, we believe the Chapare virus should be
added 1o the list of HHS select agents and toxins based on our conclusion that the Chapare viras
has been phylogesetically idennSiead as a Clade B arecavirus and is closely related to other South
Americar arenaviruses that cause haemorrhagic fever, particularly Sabia virus.

Synthetic Bislogy Program

To address the potential misuse of technological advances that enabls the synthetic peneration of
DNA sequences, the FBI has partnered with HHS, USDA. DOS, Department of Commerce
(DOC), DHS, and the synthetic DNA industry to develop a mechanism fo report, respond to, and
imvestipate suspicious purchase requests of potentially harmfol DNA sequences. Warking with
industry, procedures have been developed to screen umssual purchases, including those that may
imvolve sequences associated with Select Agents, to create a reporting mechanism for suspicious
orders that may pose a threat.




-/C Compliance Reporting at the
ﬁ( BWC Review Conferences

“...The Conference decides that the  Types of information previously
Seventh Review Conference shall provided by States Parties:
be held in Geneva not later than
2011 and should review the

operation of the Convention, taking * Information structured by the
into account, inter alia: articles of the Convention
« (i) new scientific & technological * Thematic approach (i.e.
developments relevant to the Information on specific types of
Convention: activities that address how they
. (i) the progress made by translate their obligations into
States Parties on the national action)
implementation of the * 3% of past submissions focused
obligations under the entirely on national
Convention; implementation legislation

o (iii) progress of the implementation
of the decisions & _
recommendations agreed upon at ~ * Areas covered: _ o
the Sixth Review Conference”. » National & international activities

. . . .
Final Report of the Sixth Review Conference of the States Parties to PartICIpatI(_)n .
the Convention on the Prohibition of the Development, Production ° CO”aboranOn and aSS|S'[ance

and Stockpiling of Bacteriological (Biological) and Toxin Weapons
and on Their Destruction (BWC/CONF.VI1/6)

Tip for future reporting: Synergy of IHRs Article 44 & BWC Article X




-/C Compliance Reporting at the
BWC Review Conferences

11.  Aspects of national activities covered in compliance reports submitted by States
Parties have included:

(a)  The presence of relevant national laws and regulations, as well as a summary
of measures and arrangements or a link to their text;

(b)  The existence of a National Point of Contact;

{c)  The presence of an export (and import) control regime, as well as a summary
of measures and arrangements or a hnk to their text;

(d)  The presence or absence of any biodefence activity, as well as a summary of
activities or a link to additional information;

(¢)  The presence of biosafety and biosecurity regimes, or efforts to strengthen
such capacity, as well as a summary of measures, arrangements and activities or a link to
additional information;

(f) The presence of educaton and outreach activities with the hife sciences
(including codes of conduct), as well as a summary of activities or a link to additional
mformation;

(g) Interactions with industry and the private sector, as well as a summary of
activities or a link to additional information;

(h)  The presence of disease surveillance repimes, or efforts to strengthen such
capacity, as well as a summary of measures and arrangements or a link to additional
mformation; and

(1) The presence of an emergency response capacity that might be used
followmng the use of a biological weapon, or efforts to strengthen such capacity, as wellas a
summary of measures and arrangements or a link to additional information.

Information provided to past review conferences on compliance by States Parties with their obligations under the

Convention - Submitted by the Implementation Support Unit,
available online at: http:www.unog.ch/bwc



Biosafety / Biosecurity =
Cross-Cutting, Vital Elements of

o Health Security & Biological Non-Proliferation
WHO IHRs (2005) BWC
Applicability: 163 BWC States Parties

Purpose:

Requirements:

Entry into force:

Mandated
reporting / where
/ when:

To prohibit the development,
production, acquisition, transfer,
stockpiling and use of biological

and toxin weapons

Any necessary measures to prohibit
and prevent the development,
production, stockpiling, acquisition,
retention, transfer or use of
biological weapons

26 March 1975

None*
* CBM voluntary reporting /
BWC ISU / every year by 15 April




-/C United Nations Security Council
\( Resolution 1540 (UNSCR 1540)

 [BWC States Parties] “recognized the contribution of full and effective
implementation of United Nations Security Council Resolution 1540 by all
states to assist in achieving the objectives of this Convention”- The Solemn
Declaration of BWC States Parties at the 6th Review Conference

« UNSCR 1540 was adopted in 2004 under Chapter VII of the UN Charter and as
such, it is binding on all Member States of the United Nations, regardless of their
membership in multilateral agreements

« The main obligations are contained in operative paragraphs (OP) 1to 3

 OP1 prohibits States to provide "any form of support to non-State actors that
attempt to develop, acquire, manufacture, possess, transport, transfer or use
nuclear, chemical or biological weapons and their means of delivery.*

 OP2 requires States to adopt and enforce appropriate and effective laws to
prohibit such activities under their national legislation

» OP3 prescribes that UN members implement and enforce a comprehensive
system of domestic controls on WMD and related materials

1540 Committee established pursuant to UNSCR 1540, website at: http://www.un.org/sc/1540



» All States are called upon to report to the 1540 Committee on steps they have
taken or intend to take to implement the provisions of OP 1, 2 and 3

« All States are also called upon to include in their national reports, as appropriate,
information relating to the implementation of OP 6,7,8, 9 and 10 of UNSCR 1540

« UNSCR 1810 (2008) calls upon all States that have not yet presented a first report
on steps they have taken or intend to take to implement UNSCR 1540 to submit such
a report to the 1540 Committee without delay ;| States to provide, at any time or
upon request of the 1540 Committee, additional information

o States are encouraged to prepare on a voluntary basis summary action plans
mapping out their priorities and plans for implementing UNSCR 1540

1540 COMMITTEE

Security Council Commiitee establizshed pursuant to resolution 1540 {(2004)

fewvr on this vwebsite TR0 |

Resolutions
and Presidential Stalermienls

Committes and ItTs VWork
Roport=s and olhcr |
Subhrmissions o the Secirrmty

Council o Unitaed Mations Sacurity Council Resclution 1540 {(2004)
Matronal implermantation ; - _ J
of Resolution 1540 Oy 28 Agpnl 2004, the United MNations Security Council unanimouslhy adopted Besolution 1540

e (2004) undar Chapter Wil of the United Mations Chartar, obliging States. intar alia. to refrain
L e e S e from suppoarting by any means non-State actors from devaeloping, acguiring, manofactoring
Assiastance | possassing, transporting, transferring or using Nnuclear, chemical or bialogical weapons and

Crutresach their delivery systems




Z ¢ Requirements for the domestic control of (=7 2\
\( BW related materials & means of delivery \:o%

« Measures to account for/secure * The 1540 Matrix (adopted in 2005)

production, use, storage, & Is the primary method used by the
transport 1540 Committee to organize

. Regulations for physical iInformation about implementation
protection of facilities/ materials/ of UNSCR 1540 by Member States

transports

« Licensing/registration of « A matrix for each UN Member
facilities/people handling State has been prepared; matrices
biological materials are regularly updated and

 Reliability check of personnel approved by the Committee

« Measures to account ,
for/secure/physically protect * The 1540 Committee uses the

means of delivery matrices as a reference tool to
. examine the status of
sﬁgﬂleagﬁnng &%%ﬂ implementation of UNSCR 1540
. and in its dialogue with States as a
« Other legislation/ regulations tool to identify gaps existing at
related to safety and security of national level and facilitate

biological materials technical assistance




1940 COMMITTEE

Security Council Committee established pursuant to resolution 1540 (2004)

Home
New on this website m

Resolutions
and Presidential Statements

List of National Reports by Submitting Member States

Reports and other ' OTHER SUBMISSION
Submissions to the Security
Council

National Implementation
of Reaoiuijﬂlﬂf:l 540 Submitting State Date of submission Symbol

# Guidelines for Reporting
by States Afghanistan 28 August 2008 SIAC 4420040020139

p Mational Reports

Albania 28 October 2004 SIAC 44/2004/(02W38
#  Other National Documents
b The 1540 Matrix | Algeria 10 November 2004 SIAC 4412004/(02)/73
Legislative Database i T September 2005 Add.1

30 April 2008 SAC 44200711

Assistance
s 5 Andorra 27 October 2004 JAC 44/2004/(02)/19
FAQ 31 October 2005 Add.1
l.lpdm """"""""" - 13 March 2008 Add.2



1940 COMMITTEE

Security Council Committee established pursuant to resolution 1540 (2004)

New on this website m
Resolutions
and Presidential Statements

Committee and its Work

Reports and other
Submissions to the Security
Council

National Implementation

of Resolution 1540

» Guidelines for Reporting
by States

p National Reports

p  Other Mational Documents

¥ The 1540 Matrix

Assistance

Outreach

Other National Documents

Canada

Argentina

France

United States of America
and Portugal on behalf of
European Union

United States of America

12
August
2010

17 March
2008

28 June
2008

26 July
2007

20 April
2007

Search

Action Plan for the implementation of Resolution
1540 (2004)

Action Plan for the implementation of Resolution
1540 (2004}

Mote Verbale from the Permanent Mission
of France to the United Nations

Joint lefter fransmitting extract from US-ELU
summit's Declaration on Promotion of Peace,
Human Rights and Demaocracy Warldwide *

Action Plan for Implementation of Resolution
1540 (2004)




OF 2 - Biological Weapons (BW)

State: United States of America
Date of Report:

Date of Addendum 1:
Date of Addendum 2
Date of Addendum 3

12 October 2004

13 September 2005
21 December 2007
g January 2003

Does national legisiation exist which i T L =t Enforcement: civilenminal penalties
prohibits perzons or entities to Hationallsgal framewo and others
engage in one of the following Ramarks
activities 7 Can viclators be penalired YES if YES3, .ihﬂic-?".' SaOrce dl?-l:ll'l‘l!l"lt YES | i YES, indicate source documant
? of national implementation Law
1. Crmes and Crminal Procedure, 18
¥ Imamsacture/produce X 1. Biological Weapan Anti-Terroriam | ® luse 5 175, 175¢a). 175(¢), 178, and
Act of 1080, a2 amended (18 USC § 177
175) 2. Antiterrorism and Effective 2 Civil AMairs Forfeilure Raform Acl
2 |poquirs * Daath Penalty Act of 1688 2, Uniting ® (CAFRA)
and Strengthening Amencs by - —
Provading Appropnate Tools Required 1. Grimes and Criminal Procedure. 18
3 |possess K i Whersent and DbstA ol Terassm % |USC § 175, 175a) 175(b). 175 {e).
Act of 2001 (USA PATRIOT Act)_ 4. 178, and 177
Public Health Security and
Broterronsm Preparedness and
4 |stockpile/stoms X  |response Azt of 2002, 5 Agricuttural | X
Bigterrornsm Frotection Act of Z002 1. Crimes and Criminal Procedurs, 18
gl o e 2
1. The United States submitted its Action Plan for Implementation of Resolution 1540
= |develop {2004} in April 2007 (http:/iwww.un.omg/sc’1 540/nationaldocuments shimi). The Action
Plan focuses on offering and facilitating assistance related to implementation of the
resolution. The United Sates maintains many assistance programs (see line 5 below), and
has made several presentations on offering assistance.
2. In 2009, the United States announced that the Center for Disease Control will soon
P hemme the world’s first thjd Health Urgmmhm Collaborating {:mmr_fnf mmm
International Health Regulations, where it will assist the WHO and other intemational
partners to help build the necessary global infrastructure to fully implement the IHRs in all
ile : S HO Begions,
' 3|Assistance offered X

3. In 2010 DHHS/DOD conducted two multi-national workshops with associated tabletope|
exercises (The Southern Caucasus Workshop on Public Health, Security, and Law
Enforcement Parnership in Bio-Incident Pre-Planning and Response and

associated Southem Caucasus BioShield 2010 tabletop exercise; and the The Trilateral
{(US-Romania-Maldova) Civilian-Military Forum on Outbreak Response and Bioterrorism
Investigation, respectively). these events aimed 1o strengthen the core capacities
required by the WHO International Health Regulations and existing national measures
consistent with obligations under the Biological Weapons Convention and the UN
Secunty Council Resolution 1540 to deter, prevent, or respond to biological

mcidents or threats.

Excerpts from the 1540 Matrix of the United States, updated on 30 December 2010
Full text online at: http://www.un.org/sc/1540/approvedmatrices.shtml




4{1’. US International Assistance

Relevant to Biosafety and Biosecurity\e/

Support to the WHO, BWC ISU,
and 1540 Committee

Support to the G8 Global
Partnership Against the
Weapons and Materials of Mass
Destruction

Direct (one-on-one) assistance

Departments/Agencies-specific
programs

..."we also declare our intent
to give new impetus to
implementation of U.N.
Security Council Resolution
1540 on preventing non-state
actors from obtaining WMD-
related materials and
technologies”- President
Obama, 01 April 2009




-{(C US Commitment

NATIONAL STRATEGY

for
COUNTERING
BIOLOGICAL THREATS

Mational Security Council

MOYERBER 2009

NATIONAL HEALTH SECURITY
STRATEGY

3
THE UNITED STATES OF AMERICA

TLE Dupmrtment af Haalth and Himan Serdes

DECEMNER 2049

US Strategies emphasize the US
commitment to work with
International partners to advance
global health security

This strategic goal is also

[imprinted in the WHO IHRS,

BWC, and UNSCR 1540 common
tenets to:

« Promote international dialogue and
cooperation and to

» Strengthen national systems and
frameworks of biological risk
management, to

 Ensure and promote the peaceful,
safe and secure pursuit of life
sciences for the benefit of humanity



United States Department of

Health & Human Services

Office of the Assistant Secretary for Preparedness and Response (ASPR)

@wﬁ SERVICE, .
@ %
5 Contact information:
2
%&Pﬂrﬂq

Dana Perkins, Ph.D.

. Chief, BW Nonproliferation and Counterterrorism Branch
Division of Biosafety, Biosecurity & Countering Bio Threats

| _-.' '._1--
¥ Tel: (202) 205 5716 (office)
: E-mail: dana.perkins@hhs.gov
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