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DisclaimerDisclaimer
The views, opinions, findings, and The views, opinions, findings, and 
conclusions expressed in this conclusions expressed in this 
presentation are those of the author and presentation are those of the author and 
do not necessarily represent the views, do not necessarily represent the views, 
official policy or position of the U.S. official policy or position of the U.S. 
Department of Health and Human Department of Health and Human 
Services (HHS) or its componentsServices (HHS) or its components, or the or the 
U.S. Government.U.S. Government.
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Lab Capacities & Health SecurityLab Capacities & Health Security

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

Health Security & Biological NonHealth Security & Biological Non--ProliferationProliferation

WHO IHRs (2005)WHO IHRs (2005) BWCBWC UNSCR 1540UNSCR 1540

Applicability:Applicability: All 194 WHO States Parties 163 BWC States Parties All 192 UN Member States

Purpose:Purpose:

“to prevent, protect, protect 
against, control and 

provide a public health 
response to the 

international spread of 
disease…”

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

and toxin weapons

To prohibit non-State actors
from developing, acquiring, 
manufacturing, possessing, 

transporting, transferring or using 
nuclear, chemical or biological 

weapons and their delivery 
systems

Requirements:Requirements:

Capacities “to detect, assess, 
notify, and report events” & 

“respond promptly & 
effectively to public health 
risks & PHEICs” [Lab core 
capacity includes biosafety / 

biosecurity]

Any necessary measures to prohibit 
and prevent the development, 

production, stockpiling, acquisition, 
retention, transfer or use of 

biological weapons

Domestic controls to prevent the 
proliferation of nuclear, chemical 

and biological weapons, their 
means of delivery, and related 

materials

Entry into force:Entry into force: 15 June 2007 26 March 1975 28 April 2004

Mandated Mandated 
reporting / where reporting / where 

/ when:/ when:

Status of implementation / 
WHO / “As soon as possible 
but no later than five years 
from entry into force …“; 

annual reporting on indicators

None*
* CBM voluntary reporting /   

BWC ISU / every year by 15 April

Status of implementation / 1540 
Committee / “without delay”



What do the What do the IHRsIHRs call for?call for?

• Global partnership
and international 
collaboration

• Rights, obligations & 
procedures, and 
progress monitoring

• Strengthened national capacity for 
surveillance and control, including in travel 
and transport

• Prevention, alert and response to 
international public health emergencies



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



Knowledge CheckKnowledge Check

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

TRUE FALSE

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



Requirements of theRequirements of the
International Health RegulationsInternational Health Regulations

Implementation of national action plan

Entry into forceEntry into force

Core capacities present

Assessment of public health core capacities (IHR Annex 1)

June 2007 June 2009 June 2012

National action plan

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



Laboratories & the IHRsLaboratories & the IHRs

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



Framework & processes for monitoring theFramework & processes for monitoring the
development of national core capacitiesdevelopment of national core capacities

• Framework of:

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

• 10 optional
indicators

• Tools for monitoring:

• Checklist
• Indicators
• Questionnaire

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



Core Capacity 8: LaboratoryCore Capacity 8: Laboratory

WHA Indicators:

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”



WHO Questionnaire / WHO Questionnaire / 
Annual ReportingAnnual Reporting



Knowledge CheckKnowledge Check

Is the legislation on biosafety/biosecurity, 
IHR-related and / or reportable?

a. Such legislation has nothing to do with the IHRs

b. Yes, it is related and it is captured under the National legislation 
& policy component of Core Capacity 1 

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



WHO Resources for Technical AssistanceWHO Resources for Technical Assistance
on Biosafety / Biosecurityon Biosafety / Biosecurity

http://www.who.int/ihr/biosafety/en/index.html



IHRsIHRs implementation: implementation: 
““it takes a villageit takes a village””



Biosafety / Biosecurity =Biosafety / Biosecurity =
CrossCross--Cutting, Vital Elements ofCutting, Vital Elements of

Health Security & Biological NonHealth Security & Biological Non--ProliferationProliferation

WHO IHRs (2005)WHO IHRs (2005) BWCBWC UNSCR 1540UNSCR 1540
Applicability:Applicability: All 194 WHO States Parties 163 BWC States Parties All 192 UN Member States

Purpose:Purpose:

“to prevent, protect, protect 
against, control and 

provide a public health 
response to the 

international spread of 
disease…”

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

and toxin weapons

To prohibit non-State actors
from developing, acquiring, 
manufacturing, possessing, 

transporting, transferring or using 
nuclear, chemical or biological 

weapons and their delivery 
systems

Requirements:Requirements:

Capacities “to detect, assess, 
notify, and report events” & 

“respond promptly & 
effectively to public health 
risks & PHEICs” [Lab core 
capacity includes biosafety / 

biosecurity]

Any necessary measures to prohibit 
and prevent the development, 

production, stockpiling, acquisition, 
retention, transfer or use of 

biological weapons

Domestic controls to prevent the 
proliferation of nuclear, chemical 

and biological weapons, their 
means of delivery, and related 

materials

Entry into force:Entry into force: 15 June 2007 26 March 1975 28 April 2004

Mandated Mandated 
reporting / where reporting / where 

/ when:/ when:

Status of implementation / 
WHO / “As soon as possible 
but no later than five years 
from entry into force …“; 

annual reporting on indicators

None*
* CBM voluntary reporting /   

BWC ISU / every year by 15 April

Status of implementation / 1540 
Committee / “without delay”



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

•• Article I:Article I: 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 I), as stated at the 4th BWC Review Conference

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

•• Article IV: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

BWC Key Facts and ProvisionsBWC Key Facts and Provisions



Knowledge CheckKnowledge Check

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

NONO
““Almost any diseaseAlmost any disease--causing organism (such as bacteria, viruses, fungi, prions or causing organism (such as bacteria, viruses, fungi, prions or 

rickettsiae) or toxin (poisons derived from animals, plants or mrickettsiae) or toxin (poisons derived from animals, plants or microorganisms, or similar icroorganisms, or similar 
substances synthetically produced) can be used in biological weasubstances synthetically produced) can be used in biological weaponspons””

(BWC)(BWC)

““Any microAny micro--organism, virus, infectious substance, or biological product thaorganism, virus, infectious substance, or biological product that may be t may be 
engineered as a result of biotechnology, or any naturally occurrengineered as a result of biotechnology, or any naturally occurring or bioengineered ing or bioengineered 

component of any such microorganism, virus, infectious substancecomponent of any such microorganism, virus, infectious substance, or biological , or biological 
product, capable of causing death, disease, or other biological product, capable of causing death, disease, or other biological malfunction in a human, malfunction in a human, 
an animal, a plant, or another living organism; deterioration ofan animal, a plant, or another living organism; deterioration of food, water, equipment, food, water, equipment, 

supplies, or material of any kind..." supplies, or material of any kind..." 
(US BW Anti(US BW Anti--Terrorism Act of 1989 / US Code Title 18, Part I, Ch.10)Terrorism Act of 1989 / US Code Title 18, Part I, Ch.10)



http://www.unog.ch/unog/website/disarmament.nsf/(httpPages)/FD59A71FC0B3FAF8C12574780052F81A?OpenDocument

BWC ISU website reference:



BWC Confidence Building MeasuresBWC Confidence Building Measures
(CBMs)(CBMs)

• 1986 agreement: introduce 
CBMs "in order to prevent  
or reduce the occurrence of 
ambiguities, doubts and 
suspicions and in order to 
improve international 
cooperation in the field of 
peaceful biological 
activities“

• CBMs were elaborated in 
1987 and modified/expanded 
in 1991; submission / 
distribution improved in 2006

• CBMs (on agreed forms) are 
submitted to the BWC ISU no 
later than 15 April each year

• CBMs are not legally-binding 
(i.e. not required by any article 
of the Convention)

Part 1: Exchange of data on research centers and laboratories
Part 2(i): National biological defense
research and development programs-

Declaration

Part 2(ii): National biological defense
research and development programs-

Description

Part 2(iii): National biological defense
research and development programs-

Facilities

(i): Background information on 
outbreaks of reportable infectious 
diseases

CBM BCBM B Exchange of information 
on all outbreaks of 
infectious diseases 
and similar 
occurrences caused 
by toxins

(ii): Information on outbreaks of 
infectious diseases and similar 
occurrences that seem to deviate 
from the normal pattern

CBM CCBM C Encouragement of publication of results and promotion of use 
of knowledge

1: Planned international conferences, 
symposia, seminars, and other 
similar fora 

CBM DCBM D Active promotion of 
contacts

2: Information regarding other 
opportunities

CBM ECBM E Declaration of legislation, regulations and other measures

CBM FCBM F Declaration of past activities in offensive and/or defensive 
biological research and development programs

CBM GCBM G Declaration of vaccine production facilities

Part 2: Exchange of 
information on 
national biological 
defense research and 
development 
programs

CBM ACBM A



CBMs transparencyCBMs 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 this site (http://www.unog.ch/bwc)



ConfidenceConfidence--Building Needs TransparencyBuilding 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 US National Strategy for 
Countering Biological ThreatsCountering Biological Threats at the 2009 BWC 
Meeting of States Parties

• “in a gesture of our transparency”, the 
United States will “work toward posting 
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/tauscherhttp://geneva.usmission.gov/2009/12/09/tauscher--bwcbwc//

09 Dec 2009: U.S. Under Secretary of 09 Dec 2009: U.S. Under Secretary of 
State for Arms Control, Ellen Tauscher, State for Arms Control, Ellen Tauscher, 

addresses the BWCaddresses the BWC



ASPR website at: http://www.PHE.gov/about/OPP/Pages/bwc.aspx



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



Opportunities to Report onOpportunities to Report on
Biosafety / Biosecurity in CBMsBiosafety / Biosecurity in CBMs

•• Biosafety and biosecurity provisions: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 (CBM E (Declaration of legislature, regulations, & other measures):Declaration of legislature, regulations, & other measures):
relevant laws, regulations, or other measures on biosafety / biosecurity national framework

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

•• CBM B (ii)CBM B (ii) ((Information on outbreaks of infectious diseases and similar Information on outbreaks of infectious diseases and similar 
occurrences that seem to deviate from the normal pattern):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 (CBM C (Encouragement of publication of results and promotion of use Encouragement of publication of results and promotion of use 
of knowledgeof knowledge):): report relevant policies, publications, reports, etc

•• CBM DCBM D ((Active promotion of contactsActive promotion of contacts):): relevant educational and training activities



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



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



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



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



Compliance Reporting at theCompliance Reporting at the
BWC Review ConferencesBWC Review Conferences

• Types of information previously 
provided by States Parties:

• Information structured by the 
articles of the Convention 

• Thematic approach (i.e. 
information on specific types of 
activities that address how they 
translate their obligations into 
national action)

• 3% of past submissions focused 
entirely on national 
implementation legislation

• Areas covered: 
• National & international activities
• Participation
• Collaboration and assistance

“...The Conference decides that the 
Seventh Review Conference shall 
be held in Geneva not later than 
2011 and should review the 
operation of the Convention, taking 
into account, inter alia: 
• (i) new scientific & technological 

developments relevant to the 
Convention; 

• (ii) the progress made by 
States Parties on the 
implementation of the 
obligations under the 
Convention; 

• (iii) progress of the implementation 
of the decisions & 
recommendations agreed upon at 
the Sixth Review Conference”. 

Final Report of the Sixth Review Conference of the States Parties to 
the Convention on the Prohibition of the Development, Production
and Stockpiling of Bacteriological (Biological) and Toxin Weapons 

and on Their Destruction (BWC/CONF.VI/6)

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



Compliance Reporting at theCompliance Reporting at the
BWC Review ConferencesBWC Review Conferences

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 =Biosafety / Biosecurity =
CrossCross--Cutting, Vital Elements ofCutting, Vital Elements of

Health Security & Biological NonHealth Security & Biological Non--ProliferationProliferation

WHO IHRs (2005)WHO IHRs (2005) BWCBWC UNSCR 1540UNSCR 1540

Applicability:Applicability: All 194 WHO States Parties 163 BWC States Parties All 192 UN Member States

Purpose:Purpose:

“to prevent, protect, protect 
against, control and 

provide a public health 
response to the 

international spread of 
disease…”

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

and toxin weapons

To prohibit non-State actors
from developing, acquiring, 
manufacturing, possessing, 

transporting, transferring or using 
nuclear, chemical or biological 

weapons and their delivery 
systems

Requirements:Requirements:

Capacities “to detect, assess, 
notify, and report events” & 

“respond promptly & 
effectively to public health 
risks & PHEICs” [Lab core 
capacity includes biosafety / 

biosecurity]

Any necessary measures to prohibit 
and prevent the development, 

production, stockpiling, acquisition, 
retention, transfer or use of 

biological weapons

Domestic controls to prevent the 
proliferation of nuclear, chemical 

and biological weapons, their 
means of delivery, and related 

materials

Entry into force:Entry into force: 15 June 2007 26 March 1975 28 April 2004

Mandated Mandated 
reporting / where reporting / where 

/ when:/ when:

Status of implementation / 
WHO / “As soon as possible 
but no later than five years 
from entry into force …“; 

annual reporting on indicators

None*
* CBM voluntary reporting /   

BWC ISU / every year by 15 April

Status of implementation / 1540 
Committee / “without delay”



United Nations Security Council United Nations Security Council 
Resolution 1540 (UNSCR 1540)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) 1 to 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



UNSCR 1540 reportingUNSCR 1540 reporting
• 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 delaywithout delay ;;l States to provide, at any time or 
upon request of the 1540 Committee, additional information

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



Requirements for the domestic control ofRequirements for the domestic control of
BW related materials & means of deliveryBW related materials & means of delivery

• Measures to account for/secure 
production, use, storage, & 
transport

• Regulations for physical 
protection of facilities/ materials/ 
transports

• Licensing/registration of 
facilities/people handling 
biological materials

• Reliability check of personnel
• Measures to account 

for/secure/physically protect 
means of delivery

• Regulations for genetic 
engineering work

• Other legislation/ regulations 
related to safety and security of 
biological materials

• The 1540 Matrix (adopted in 2005) 
is the primary method used by the 
1540 Committee to organize 
information about implementation 
of UNSCR 1540 by Member States

• A matrix for each UN Member 
State has been prepared; matrices 
are regularly updated and 
approved by the Committee 

• The 1540 Committee uses the 
matrices as a reference tool to 
examine the status of 
implementation of UNSCR 1540 
and in its dialogue with States as a 
tool to identify gaps existing at 
national level and facilitate 
technical assistance 







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



US International AssistanceUS International Assistance
Relevant to Biosafety and BiosecurityRelevant to Biosafety and Biosecurity

• 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



US CommitmentUS Commitment
• 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



Contact information:Contact information:

Dana Perkins, Ph.DDana Perkins, Ph.D..
Chief, BW Nonproliferation and Counterterrorism Branch
Division of Biosafety, Biosecurity & Countering Bio Threats
Office of Policy & Planning
Office of the Assistant Secretary for Preparedness & 
Response, U.S. Department of Health and Human Services
Tel: (202) 205 5716 (office)
E-mail: dana.perkins@hhs.gov
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