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1. The Ad Hoc G oup of States Parties to the Convention on
the Prohibition of the Devel opnent, Production and Stockpiling
of Bacteriological (Biological) and Toxin Weapons and on Their
Destruction held its sixth session at the Palais des Nations,
Geneva from3 - 21 March 1997, in accordance with the decision
taken at its fifth session. The Goup held 30 nmeetings during
t hat period under the chairmanship of Anbassador Ti bor Toth of
Hungary. Anbassador John Canpbell|l of Australia and Anbassador
Jorge Bergufio of Chile continued to serve as Vice-Chairnen of
the G oup. M. Qgunsola Ogunbanwo, the Senior Coordinator of
the Di sarmanent Fell owship, Training and Advi sory Progranme,
Centre for D sarmanent Affairs, Departnent of Political
Affairs, served as Secretary of the G oup.

2. At the sixth session of the Ad Hoc G oup, the follow ng
States Parties to the Convention participated in the work of
the G oup: Argentina, Australia, Austria, Belgium Brazil,

Bul gari a, Canada, Chile, China, Colonbia, Cuba,

Czech Republic, Denmark, Finland, France, Germany, G eece,
Hungary, India, Indonesia, Iran (Islamc Republic of), Iraq,
Ireland, Italy, Japan, Kenya, Mlta, Mexico, Netherlands, New
Zeal and, N geria, Norway, Pakistan, Peru, Philippines, Poland,
Portugal, Republic of Korea, Romani a, Russian Federati on,

Sl ovaki a, South Africa, Spain, Sri Lanka, Sweden, Swtzerl and,
Thai | and, Turkey, Ukraine, United Kingdomof Geat Britain and
Northern Ireland and the United States of America. The
follow ng signatory States to the Convention al so partici pated



in the work of the Goup: Egypt and Morocco.

3. At the 1st neeting, the Ad Hoc G oup decided to continue
its consideration of Agenda Item 9 entitled "Strengtheni ng of
the Convention in Accordance with the Mandate as it is
contained in the Final Report of the Special Conference of the
States Parties to the Biological Wapons Convention".

GE. 97- 60788

4. As in the previous session, the Chairman of the Ad Hoc
G oup was assisted by Friends of the Chair in his

consul tati ons and negotiations on particul ar issues as
fol |l ows:

Definitions of Terns and Objective Criteria
- Dr. Ali A Mhammadi (Islamc Republic of Iran)

Measures to Pronote Conpliance
- Sir Mchael Weston (United Kingdomof Geat Britain
and Northern Irel and)

Measures Related to Article X
- Anbassador Jorge Bergufio (Chile).

5. Qut of the 30 nmeetings the Ad Hoc Group held in accordance
wi th the progranmme of work, eight neetings were devoted to

i ssues related to "Measures to Pronote Conpliance", five
neetings were devoted to "Measures Related to Article X', six
nmeetings were devoted to "Definitions of Terns and Objective
Criteria", four joint neetings were devoted to "Measures to
Pronmot e Conpliance” and "Definitions of Ternms and Objective
Criteria", six neetings (and a nunber of infornma

consul tations) were devoted to "Technical Issues”. The
Friends of the Chair were assisted by M. Vladimr Bogonol ov
of the Centre for Disarmanent Affairs and Ms. Anne- Eve Adam

Pr of essi onal Assi stant.

6. The results of discussions and the exchange of views on
those issues were reflected by Friends of the Chair in papers
whi ch are annexed to the present report (Annex 1).

7. The Ad Hoc G oup addressed, in the course of Chairman's
consultations and informal neetings, the issue of the
intensification of the work of the Ad Hoc Group. The Ad Hoc
Group discussed its nmethod of work and had exchanges of views
on howto nove to a negotiating format in order to fulfil its
mandate. The Ad Hoc Group in its informal consultations
considered as well the possible structural elenents of a
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| egal |y binding instrunent to the Biological Wapons

Convention. The outcone of the discussion on that issue is
reflected in a paper annexed to the present report (Annex I1).
The issue needs further discussion.

8. In addition to the docunents presented at its previous
sessions, the Ad Hoc G oup had before it 38 working papers
covering all elenments of the mandate under di scussion and
which are listed in Annex |V.

9. At its 28th neeting, on 20 March 1997, the Ad Hoc G oup
adopted the estinmated costs of the sixth, seventh and ei ghth
sessions of the G oup as contained in docunent

BWC/ AD HOC GROUP/ 33.

10. The Ad Hoc G oup considered and adopted the Progranme of
Wrk for the seventh session to be held from14 July -
1 August 1997 (Annex 111).

11. At its 30th neeting of the session on 21 March, the
Ad Hoc G oup considered and adopted its draft procedural
report (BWCZ AD HOC GROUP/ WP. 151).
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ANNEX |

FRI ENDS OF THE CHAIR

These papers are without prejudice to the positions of
del egations on the issues under consideration in the Ad Hoc

G oup and do not inply agreenent on the scope or content of
t he papers.
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FRIEND OF THE CHAI R ON COVPLI ANCE MEASURES

| . DECLARATI ONS

[ Each State Party should submt an initial declaration, in
accordance with the provisions below, [to the future

Organi zation] not |ater than [60] days after the
[verification] protocol enters into force [, or at the tinme of
accession of the [verification] protocol by that State Party,
if that happens after entering into force]. Follow ng the
subm ssion of an initial declaration, each State Party shoul d
submt an annual declaration not |ater than [90] days after
the end of the previous cal endar year on the activities of
that year.]

A. [Mlitary] [Biological] Defence Programes [against
bi ol ogi cal weapons]

1. Each State Party shall declare annually [the
presence/ absence of] [national] [biologiﬁal] def ence
programmes [agai nst bi ol ogi cal weapons].

[ 2. Each State Party declaring such a programe shall submt
a [detailed] [brief] description [according to the format in
Annex A].]

B. [Mlitary] [Biological Defence] Facilities [taking part in
def ence programmes agai nst bi ol ogi cal weapons]

3. Each State Party shall declare annually [all] facilities
[regardl ess of the formof ownership or control] [in any place
under the jurisdiction or control of the State Party] taking
part in [national] bbiological] def ence programes [ agail nst

bi ol ogi cal weapons]® [and conducting work on m cro_organi snms or

' As defined in para. 4 of BWIJ AD HOC GROUP/ WP. 141/ Rev. 2.

? 1bid., para. 3.
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toxins as well as material imtating their properties].

[ 4. Each facility shall submt a [detailed] [brief] site
declaration [according to the format in Annex B and D). ]

C. Past Biological and Toxin O fensive and Def ensive
Pr ogr ammes

5. Each State Party shall declare [if the State Party has not
al ready provided this information under the Confidence
Bui | di ng Measures] past offensive and/or defensive biol ogical

research and devel opnent progranmes [at any tine since
[1 January 1946]].

[ 6. States Parties shall provide information on such
programmes, in accordance with the format in Annex C. ]

D. Vacci ne Producti on

7. Each State Party shall declare annually all facilities
[regardl ess of the formof ownership or control] on its
territory or in any other p|aCﬁ under its jurisdiction or
control which produce vaccines® [and/or antitoxins] [|icensed
by the State Party] for the protection of humans [and ani mal s]
[and plant inoculants] [against |isted agents/toxins] [with a
certain production capacity and contai nnment |evel].

[ 8. Each facility shall submt a detailed site declaration
according to the format in [Annex D].]
i

E. [High Containnment Facilities

° lbid., para. 17.

* Further consideration is required on the declaration
triggers in sections E to |, as well as elenents thereof in
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[ 9. Each State Party shall declare annually all facilities
[regardl ess of the formof ownership or control] on its
territory or in any other place under its jurisdiction or
control which has any maxi mum cont ai nnent | aboratories neeting
those criteria for such maxi mum contai nment | aboratories such
as those designated as biosafety level 4 (BL4) or P4 or
equi val ent standards. ]

[10. Each State Party shall declare annually all facilities
[regardl ess of the formof ownership or control] on its
territory or in any other place under its jurisdiction or
control containing areas protected according to biosafety

|l evel 3 (BL3) as specified in the 1993 WHO Laboratory

Bi osaf ety Manual but excluding purely diagnostic [and nedical ]
facilities.]

[11. Each facility shall submt a detailed site declaration
according to the format in [Annex D .]]

F. [Facilities Working with Listed Agents/Toxins

conbi nati on. The options sumrari zed in pages 7-8 of
BWC/ AD HOC GROUP/ 32 remain valid.
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12. Each State Party shall declare annually all facilities
on its territory or in any other place under its juriﬁdiction
or control which [work with |listed agents and toxins]™ [work
with listed agents/toxins and have a m crobi ol ogi cal
production capability on site] [work with |isted agents/toxins
and possess a m crobi ol ogi cal production capability and have
certain contai nment characteristics [including negative air
pressure]].

[13. Each facility shall submt a detailed site declaration
according to the format in [Annex D .]]

G [Oher production facilities

° lbid.,

para. 8.

Further consideration is required of whether facilities
producing listed agents should be triggered as "work with |isted
agents" or as production facilities.
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14. Each State Party shall declare annually [other
production facilities] on its territory or in any other place
under its jurisdiction or control [not necessarily working
with listed agents, which have an aggregate [self-sterilizing]
fermenter production capacity above a specified |evel and

whi ch contain areas protected with: [negative] [differential]
pressure, physical separation frompublic areas, filtration of
exhaust air by HEPA filtration, access control, Cass Il

bi ol ogi cal safety cabinets and airtight seals, and aggregatﬁd
self_sterilizing fermenters with operational closed systens
[; or which have special technical characteristics, such as
physi cal |y separated producti on equi prent (bioreactors,
fermenters), seal ed production equi pnment, continuous
production systens, and access to closed/controlled areas
restricted to specific personnel].]

[facilities which produce by fernmentation: (i) nedicines
and/or (ii) antibiotics or (iii) other mcrobial products in
cl osed systens.

[15. Each facility shall submt a detailed site declaration
according to the format in [Annex Dl .]]

H [Oher Relevant Facilities

16. Each State Party shall declare annually all [facilities]
on its territory or in any other place under its jurisdiction
or control [not necessarily working on |listed agents which
possess aerosol test chanmbers of a certain size for work with
m cro_organi sns or toxins]®*[sites not necessarily working on
i sted agent mhiﬁh possess equi pment for aerosol dissem nation
in the open air] " [with a particle nass nedi an di ameter not
exceeding 10 unj.

® It is understood that routine agricultural work involving
rel ease of aerosols should be exenpted. Further consideration
needs to be given to an appropriate fornula.

° lbid.
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[ Each State Party shall declare annually facilities conducting
genetic nodification not necessarily on listed agents [to
enhance pat hogenicity and virulence] wth BL4 or BL3
cont ai nment on site.]

[17. Each facility shall submit a detailed site declaration
according to the format in [Annex D .]]

[I. Transfers

18. Each State Party shall declare annually all transfers of
i sted agents, toxins, equipnment or nmeans of delivery.

19. Each State Party decl aring such transfers sﬁﬁll subm t
information according to the format in Annex ...]

[J. Appearance of outbreaks of disease or epidenics

20. Each State Party shall declare to an international

epi dem ol ogi cal network, in accordance with guidelines to be
determ ned, any relevant information on outbreaks of disease,
epidem cs (or simlar occurrences caused by toxins) that occur
on its territory or in areas under its jurisdiction or
control, caused by listed agents or toxins for humans, aninals
or plants.]

ANNEX A

®  The format developed by the FOC on CBMs for Data on
Transfers and Transfer Requests may need to be appropriately
nodified to take into account the provisions of guidelines for
strengthening inplenmentation of Article Il that may be provided
for in the Protocol. Further consideration of the need for such
gui delines is required.
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[Information to be provided in declarations of [biologicall]

def ence programmes [ agai nst bi ol ogi cal weapons]

1.

State the objectives and funding of the programme and

summari ze the principal research, devel opnent, testing,
production and eval uation [give a general description of the
objectives and main el enents of] activities conducted in the
programme. Areas to be addressed shall include: prophylaxis,
studi es on pathogenicity and virul ence, diagnostic techniques,
aer obi ol ogy, detection, treatnment, toxinology, physical
protection, decontam nation and other rel ated research.

2.

3.

State
- the total funding for the progranme and its sources
[(mlitary, governnent, private)].

[ - the total nunber of staff enployed, including
those contracted for |ess than six nonths.

- details in the foll ow ng categori es:

- mlitary: scientists, technicians, engineers, nedical,
weapons experts, support and adm nistrative.

- civilian: scientists, technicians, engineers, nedical,
support and admi ni strati ve.

- the discipline of the scientific and engi neering staff.
-all [listed] agents they keep and work with.

- production of and stockpiling of [listed] agents in the
programe includi ng amounts of each [listed] agent.

- all [listed] agents on which genetic nodification is
bei ng done. ]

Are aspects of this programe conducted under contract with

i ndustry, academ c institutions, or in other non-defence
facilities?

Yes/ No



BWC/ AD HOC GROUP/ 34
Annex |
page 12

4. 1f yes, what proportion of the total funds for the
programme i s expended in these contracted or other facilities?

5. Sunmmarize the objectives and research areas of the
programe perforned by contractors and in other facilities
with the funds identified under paragraph 4.

6. Provide a diagramof the organizational structure of the
programme and the reporting relationships (include individual
facilities participating in the programe).

7. Provide a declaration in accordance with Annex B for each
facility [both governnental and non-governnental, which has a
substantial proportion of its resources devoted to the
nat i onal bi ol ogi cal defence research and devel opnent

programme, within the territory of the reporting State, or
under its jurisdiction or control anywhere] [which
participates in the biological weapon protection progranme and
carrying out work on any micro-organisns or toxins, as well as
materials imtating their properties].]
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ANNEX B

Information to be provided in declarations of facilities
taking part in [biological] defence programes [against
bi ol ogi cal weapons]

[In shared facilities, provide the followi ng information for
t he bi ol ogi cal defence research and devel opnent portion only.

1. VWhat is the name of the facility?

2. Where is it located (include both address and
geogr aphi cal | ocation)?

3. [ Nunber of rooms and] floor area of |aboratory areas by
contai nnent |evel:

BL2 (saM [___ r oons]
BL3 (saM [___ r oons]
BL4 (saM [___ r oons]
or highest |evel of containnent
if none of the above (sgM [____ roons]
Total |aboratory floor area (sgM
[ Aggregate fernmenter capacity on site ]
[ 4. The organi zational structure of each facility.
(1) Total nunber of personnel
(i) Di vi sion of personnel:
Mlitary
Cvilian

(ii1) Division of personnel by category:

Scientists
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(iv)

(v)

(vi)

(Vii)

(Viii)

(i x)

5.

Engi neers

Techni ci ans

Adm ni strative and support staff

List the scientific disciplines represented in the
scientific/engineering staff.

Are contractor staff working in the facility? |If
so, provide an approxi mate nunber.

VWhat is (are) the source(s) of funding for the work
conducted in the facility, including indication if
activity is wholly or partly financed by the

M nistry of Defence?

What are the funding levels for the foll ow ng
programe areas:

Resear ch

Devel opnent

Test and eval uati on

Briefly describe the publication policy of the
facility:

Provide a list of publicly-avail abl e papers and
reports resulting fromthe work during the previous
12 nmonths. (To include authors, titles and ful

ref erences. )]

Briefly describe the [biological defence work] [the work

carried out at the facility as part of the [biological]
def ence progranme [againstlbiological weapons]] i ncl udi ng
type(s) of nicro-organisné! and/or toxins studied, as well as

11

I ncl udi ng viruses and prions.
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out door studi es of biological aerosols [any work with
bi ol ogi cal aerosols, including open-air test ranges,
aerosolisation activities, work with test chanbers].

[ The initial and subsequent annual declarati ons of facilities
participating in the biol ogical weapon protection programre
and carrying out work on any m cro-organi sns or toxins, as
well as materials imtating their properties should include
the follow ng information:

- Nane

- Location

- Omwnership (governnment departnent or conpany)

- List of biological agents and toxins on which work is
bei ng carried out

- Main areas of activity (devel opnent of preventive agents
and net hods, observation, identification; genetic
mani pul ati on; aerobi ol ogy; toxinology; disinfection and
other activities related to the purposes of the
Conventi on

- The existence of premses with a BL-4 | evel of biosafety

 The initial declarations should conply with the agreed
format for declarations. Subsequent declarations should contain
only necessary refinenents of the initial information or an
indication that there are "no decl arabl e changes".
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- The presence of types of key equipnent.]
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ANNEX C

Infornation to be provided in declarations of past biol ogical
and toxin offensive and/or defensive research and devel opnent

progranmmes

1. Date of entry into force of the Convention for the State
Party.
2. Past of fensive biological research and devel opnent

pr ogr ammes:
- YES - NO
- Period(s) of activities

- Summary of the research and devel opnent activities
i ndi cati ng whet her work was perforned concerning
production, test and eval uati on, weaponi zati on,
stockpiling of biological agents, the destruction
programme of such agents and weapons, and ot her
rel ated research

3. Past def ensive biological research and devel opnent
pr ogr amres:

- YES - NO
- Period(s) of activities

- Summary of the research and devel opnent activities
i ndi cati ng whet her or not work was conducted in the
foll ow ng areas: prophylaxis, studies on
pat hogenecity and virul ence, diagnostic techniques,
aer obi ol ogy, detection, treatnent, toxinology,
physi cal protection, decontam nation, and ot her
rel ated research, with location if possible.
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ANNEX D

[Information to be provided in declarations of other
facilities

1. General |nformation

Nane of facility

Location (postal address)

Sources of funding (mlitary, governnent, private)

A general description of the objectives and main el enents of
activities such as work in studies of pathogenicity and
virul ence, diagnostic techni ques, aerobiology, detection,
treatnent, toxinology, physical protection, decontam nation.
QO her related activities including whether the facility was
ever involved in a past or present BWprogramme, details of
any open source publications on the work of the facility.

2. Activities, including

Wrk with [isted agents

Production, stockpiling of and work with |isted pathogens or
t oxi ns

Wrk on genetic material [derived fromlisted pathogens]
3. Equi prment

| ndi cat e whet her any of the pieces of |isted equipnent are
present on site [and quantity of each]

4, Quantitative data (using, as appropriate, |aboratory
records)

Nunmber of roons, |aboratories at BL3/BL4 or equivalent, or
hi ghest | evel of contai nnent

Aggregate fernmenter capacity on site (the facility to declare
whi ch of various ranges is nbst accurate)
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Total nunber of staff enployed, including those contracted for
nore than six nonths.

Nunbers of staff working in the follow ng categories:

civilian, mlitary, scientific, technician/engineers, support
and adm nistrative staff, contractor staff.

5. Cooperative activity

I nformati on on any cooperative activities in which the
facility is involved e.g. between it and other international
organi zati ons.

[ For vacci ne production facilities:

- | i st of vaccines produced including average quantities
produced t he previous year]

[ For facilities producing vacci nes and/ or anatoxins to protect
humans and ani mal s agai nst bi ol ogi cal agents and toxins
included in the |ist:

- name

- | ocation

- types of vaccines bei ng produced]

[ For facilities with BL4 protected areas:

- list all the agents contained in the area, and
production, stockpiling of, work with and genetic
nodi fication of agents contained in the area.]

[For facilities that work with |isted organi sns and have a
production capability on-site and other production facilities

not necessarily working with |isted agents:

- list of products including average quantities produced
t he previous year]
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[ For facilities (except for diagnostic facilities) at which
work is carried out on biological agents and toxins included
inthe list:

- name

- | ocati on
- owner ship (governnent departnent or conpany)

- list of agents and toxins on which work is being
carried out

- mai n areas of activity (devel opnent of preventive
agents and net hods, observation, identification;
genetic mani pul ation; aerobiol ogy; toxinology;

disinfection and other activities related to the
pur poses of the Convention

- the existence of premses with a BL4 | evel of
bi osaf ety

- the presence of types of key equipnent]]
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1. | NVESTI GATI ONS®
O

(A) TYPES OF | NVESTI GATI ON

[ nvestigations to address a non-conpliance concern coul d be
of two types:

(1) Facility Investigations where there is concern that a
particular facility(ies) is involved in activities
prohibited by Article I and will be conducted inside the
perimeter of the facility.

(2) Field Investigations where there is an event(s) of rel ease
of , or exposure of humans, animals or plants to m crobi al
or other biological agents and toxins [that cause a
speci fic concern about non-conpliance with Article | of
the BWC by any other State Party]. These investigations
woul d take place in affected geographic areas.

A State Party requesting an Investigation to address a non-
conpliance concern could specify whether it was seeking a
Facility or Field investigation.]

[l nvestigation of possible violations of international
agreenents on biol ogi cal weapons could be of two types:

(3) lnvestigation of the alleged use of biological weapons.

(4) Investigation of any other alleged breach of obligations
under the provisions of the Convention.]

® There is no agreenent on termnology of investigations.

One possible termis "Investigation to Address a Non- Conpli ance
Concern". Another possible termis "Challenge |Inspection (under
Article VI)".
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[ (5) I nvestigations where there is a concern that a transfer
has taken place in violation of Article Ill of the

Convention. ]

[[AIl] Natural outbreaks of disease [and accidents] [may be]
[are] of no concern under the Convention.]

(B) CONSULTATI ON, CLARI FI CATI ON AND COOPERATI ON*

1. States Parties [should] [could] nmake [fuII]ELse [ wher e
possi bl e and as appropriate] of opportunities for bil ateral
and nmultilateral clarification and consultation [through the
Organi zation] [in accordance with Article V of the BTW] to
resol ve any concern about non-conpliance with the Convention
[prior to and/or in parallel to a request].

[2. [International organizations such as WHO, FAO and O E] [an
i nternational epidem ol ogi cal network] could play a role in
such consultation and clarification procedures.]

(C) I NITIATION

3. Right of any State Party” [to the Protocol]™ to request an
investigation into a specifig concern about nonrgonpli ance
with [Article | [and Article 111]] of the BWC by any ot her
State Party [to the Protocol]. A State Party may nmake a
request for a [field investigation] [investigation of alleged
use of biological weapons] about a situation either on its own
territory [, or on the territory of another State Party, or of
a non-State Party].

" The inclusion of this section is without prejudice to any

final decision on whether such procedures should be mandatory
and/ or whether they should take place prior to the initiation of
an investigation.

15

The term "Protocol” is used without prejudice to a
decision on the formof the legally binding instrunent.

® Further consideration is required in each case of whether

specific references to "a State Party" nmean "a State Party to the
Protocol™ or "a State Party to the Convention".
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4, Requests for investigations could be submtted to [a
future BWC organi zation] [the political representative body of
the States Parties] [the United Nations Security Council, in

accordance wth Article VI of the Biol ogical Wapons
Convention] [and agreed procedures established under the

Prot ocol ].

5. I nvestigations to be conducted on the territory of any
State Party or in any other place under the jurisdiction or
control of the State Party regardl ess of the form of ownership
of the facility or affected geographic area.

6. | nvesti gations should have a clear and specific nmandate
[ which should be strictly observed by the investigation tean.
7. oligation on a State Party to provide inits

i nvestigation request specific information about the
particul ar [and denonstrable] concern of non-conpliance [with
t he Convention].

8. (Obligation on a State Party to keep requests within the
scope of the Convention and to refrain from unfounded
requests.

9. (QOher States Parties could undertake to assist, to the
extent they may be capable or are requested, in clarifying or
resolving matters related to a concern about non-conpliance.

[ 10. In the case of a non-conpliance concern involving a
State Party to the Convention but which is not Party to the
Protocol, [the future Organi zation and/or] [States Parti es]
where appropriate should use the rel evant provisions of the
Convention to seek to resolve the concern. 1In cases where an
i nvestigation has been initiated, the provisions and rights
with regard to access and conduct of investigations foreseen
under the Protocol could be applied to such investigations as
agreed and appropriate.]

[In the case of a State Party requesting a field investigation
on the territory of a non-State Party to the Conventi on,

anot her State Party would need to be naned as the all eged
perpetrator. Consultations would need to be undertaken with
the non-State Party with a view to securing access to the

rel evant area(s) of concern on its territory. The provisions
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and rights wwth regard to access and conduct of investigations
foreseen for States Parties under the Protocol could be
applied to investigations on the territory of a non-State
Party as agreed and appropriate.

Where appropriate, [the future Organization and/or] [States
Parties] could have recourse to the Secretary-CGeneral and/or
Security Council of the United Nations. [If so requested, the
future Organi zation could put its resources at the disposal of
the Secretary-General of the United Nations.]]

(D) 1 NFORVATION TO BE SUBM TTED W TH A REQUEST FOR AN
| NVESTI GATI ON TO ADDRESS A NON- COVPLI ANCE CONCERN

11. [Information in support of a request should include] [A
State Party requesting an investigation should provide al

rel evant avail able information, to the extent possible,

i ncluding] [location, how the concern arose, the type of non-
conpliant activity, the specific event or activities which
gave rise to the concern, the date and place of any such
event, any other information indicating a non-conpliance
concern.] Al information should be as precise as possible.

12. [ There should be a requirenment [for the requesting State
Party] to affirm|[establish] [prove] [denbnstrate] that the
source of the information was [reliable] [inpartial], non-

di scrimnatory, well-founded [and open to nmultil ateral
scrutiny].] [The requesting State Party shoul d provide

rel evant information about the source [confirmng its
reliability and inpartiality].] [Certain sources of
informati on m ght not always be reliable.]

13. In respect of requests for investigation of a specific
non-conpl i ance concern at a facility ["facility

i nvestigation"] [challenge inspection under Article VI]], the
foll owi ng types of information should be included:

(1) Information, [to the extent possible,] on the
[research], devel opnent, production, stockpiling,
acquisition or retention [indicating specifically
whi ch prohibited activity took place] of

(a) mcrobial or other biological agents or toxins



(i)

(iii)

[(iv)

[(V)
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what ever their origin or nethod of production, of
types and in quantities that have no justification
for prophylactic, protective or other peaceful

pur poses;

(b) weapons, equi pnent or neans of delivery designed
to use such agents or toxins for hostile purposes
or in arnmed conflict.

The pl ace where the non-conpliant activity is alleged
to have taken place. This should include as nuch
detail as possible [about any facility concerned,]

i ncluding a description, [its] |ocation, boundaries
and geographi ¢ co-ordi nates.

The approxi mate period during which the non-conpliant
activity is alleged to have taken pl ace.

The specific events, or series of events, which gave
rise to a non-conpliance concern.]

I nformati on fromand/or the outcone or results of
[any] prior consultations/clarifications [or prior
field investigation] relevant to the request.]

The foll ow ng other types of information would al so be
i nportant:

(vi)

(Vii)

(Viii)

Whet her any facility concerned has been decl ared under
the Protocol; and any information included in or
absent fromthe declaration return relevant to the

al | egati ons.

If not, any information to suggest that the facility
concerned shoul d have been decl ared under the
Pr ot ocol

Any additional relevant information, eg. on extent and
nature of the alleged non-conpliant activity.
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14. In respect of a request for a [Field Investigation]

[investigation into all eged use of biological weapons] the
types and quantity of information provided would vary with
each request, but the requesting State Party should provide
enough information [to support a prima facie case of non-
conpliance concern,] [of as many of the types indicated bel ow
as possible. "

[ The follomﬁﬁp types of information should be included:]

(1) Date and tine of the alleged [event] [use];

(i) The | ocation, geographic coordinates and the
characteristics of the area(s) involved, [whether
the area is on the territory of the requesting State
Party, and if not, the nanme of the State who
controls that territory as well as the status of
that State];

(rit) A description of the circunstances under which the
[event] [use] took place, a description of the

A view was expressed that information supporting a

request wll be lacking many precise details regarding the
essential el enments descri bed above. This should not be all owed
to prevent an allegation receiving serious consideration. It may
be that one single item of evidence will be sufficient to be
deci sive. The burden of proof nust not be placed unreasonably
on to the conplainant State. Further consideration needs to be
given to whether or how these requirenments mght be nodified in
respect of a request for an investigation on the territory of
another State Party or a non-State Party.



[(iv)

[(V)

[(vi)

[(vii)
[(viii)

[ (i x)
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[event] [use] itself as well as an indication of
whether it was a single [event] [use] or a series of
[events] [uses]. An indication of the suspected
cause and/or perpetrator of the [event] [use];

Reports of any internal investigation including
results of any | aboratory investigations;]

The victinms (human, aninmals or plants), the effects
on them and the nunber affected. Synptons and signs
of the di sease should be described;]

Information [to the extent possible] on:

(a) the [use] [release] of mcrobial or other
bi ol ogi cal agent(s) or toxin(s) for other than
peacef ul purposes;

(b) the use of weapons, equi pnent or neans of
delivery;]

Affidavits of eye witness accounts, photographs,
sanpl es or other physical evidence;]

Epi dem ol ogi cal data substantiating an allegation
why the event should not be considered to be a
nat ural outbreak of disease.]

Information fromand/or the outcone for results of
[any] prior
consultations/clarifications rel evant
to the request.]

[ The foll ow ng other types of information would al so be
i nportant:]

(x)

(xi)
[(xii)

Data on natural disease profiles and occurrences in
the area affected, as well as denographi c dat a;

O her corroborative information;

Requests for specific assistance, if applicable.]
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(E) SCREEN NG (TO GUARD AGAI NST ABUSI VE REQUESTYS)

15. [Requests for an investigation [into a non-conpliance
concern] [could] [should] be submtted to the United Nations
Security Council for decision on whether to initiate an

i nvestigation and on the need to conduct an inspection.]

[ Requests for an investigation into a non-conpliance concern
[coul d] [should] be submtted to a political representative
body of States Parties. Providing the request satisfied
agreed requirenents, the investigation would proceed [if
formal |y approved by this representative body] [unless this
body intervened to overrule the request and recall the
investigation team]]

16. [The consideration of investigation requests [could]
[ shoul d] be assisted by technical advice froman appropriate
body of experts [and by advice fromrel evant international
organi zations includi ng WHO where appropriate]. [The
consideration of investigation requests could be assisted by
consultation wth experts of States Parties to the Protocol.]
[In this regard, an international epidem ol ogical network
coul d assist in distinguishing natural outbreaks of disease
fromunusual or artificial phenonena potentially related to a
violation or attenpted violation of the 1972 Conventi on. ]

[17. In considering whether an investigation request should
proceed, the political representative body of the States
Parties and/or its technical advisers could al so consider

whet her to request nore information; whether to inplenment bi-
or nultilateral consultations to resolve the issue; whether
to reject the request pending further information or, whether
to request the WHO FAOQ' | CE to conduct an investigation of an
unusual outbreak of disease. The decision to proceed with any
of these activities could be determned, in part, by the
information subnmitted with the investigation request.]™

O
[ (F) PRE_|I NVESTI GATI ON PROCEDURES [ ACTI VI Tl ES]

 Further detailed consideration of this concept and these

alternative options is required.
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18. Designation of Site of lInvestigation

bl igation on requesting State Party to designate as precisely
as possible the facility/site/area for investigation.

19. |Issue of Investigati on Mandate

bl igation™ to ensure the investigati on mandate corresponds to
t he investt?ation request submtted by requesting State Party.

20. Appointnent of | nvestigation Team

[ Obligation® to ensure size and conposition of investigation
tean1corresEPnd to requirenents of specific investigation
request. |

21. Notification

“ It is understood that the obligation would fall on any
organi zati on/ body which may be established which is responsible
for the conduct of investigations.

* 1bid.
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bligation® to notify the investigated State Party of the
investigatFPn request within a specified tine period [after
the conpl etion of prior mandatory consultation/clarification

procedures].

22. Tine frane for an | nvestigation

A State Party in which the investigation has been requested
shoul d be required to respond rapidly. Investigations into a
non_conpl i ance concern to be conducted as soon as possible
consistent with agreed procedures after the subm ssion of the
i nvestigation request [and subsequent approval by the
political representative body of the States Parties].

Requi renment for investigation to conclude within an agreed
period, unless there is agreenent to extend it.

23. Despatch/Arrival of Investigation Team

Requi renent for investigation teamto be despatched and arrive
in investigated State Party as soon as possible [after

recei pt/approval of request] [after adoption of a decision to
proceed with the investigation].

Ri ght of investigated State Party to receive a copy of the
i nvestigation mandate, on arrival of the investigation team

Requi renent for investigated State Party to transport the
investigation teamto site/area concerned as soon as possi bl e.

24. NMNonitoring of Site

[ Rhght of investigation teamto nonitor all exit activity at
site during course of investigation.]

25. Pre I nvestigation Briefing

ol igation on investigated State Party to brief investigating
teamon facility/site/ area before access begins.
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26. lnvestigation Plan

ol igation on investigation teamto informinvestigated State
Party of its plan of investigation activities.]

(G ACCESS/ CONDUCT OF | NVESTI GATI ONS

27. The investigated State Party should be obliged to provide
access to the investigation team

28. The investigated State Party should have the right to
restrict [or deny] access to any particularly sensitive site,
area or information unrelated to the BWC

29. If an investigated State Party were to provide |ess than
full access to the investigation team it [should] [be obliged
to] nmake [every attenpt to provide [reliable] alternative
nmeans of denonstrating] [all reasonable efforts to
denonstrate] conpliance.

30. [Access could be governed by nultilaterally agreed
procedures or principles.] [Extent and nature of access to a
particul ar place or places to be negotiated between the

i nvestigation teamand the investigated State Party [while
enabling the investigation teamto fulfil its mandate].]

(H MEASURES TO GUARD AGAI NST ABUSE DURI NG | NVESTI GATI ONS

31. Investigation teans should be obliged to conduct an
investigation in the | east intrusive manner possible
consistent with its effective and tinely inplenentation, and
to collect only relevant information necessary to clarify the
speci fic non-conpliance concern.

32. Right of the investigated State Party to take measures
[it deens necessary] to protect sensitive installations and to
prevent disclosure of commercial proprietary, scientific and
national security information not related to its obligations
under the Convention. These could include managed access
techni ques such as, inter alia: shrouding displays and

equi pnent; switching off conputer screens; granting

sel ective access to buildings, |aboratories and docunentati on;
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limting the nunbers of investigators permtted in any area
at one time; controlling the tine spent in particular areas.

(1) | MPLEMENTATI ON BY THE | NVESTI GATI ON TEAM OF SPECI FI C O\
SI TE ACTI VI TI ES

[ 33. The investigation team[could in general conduct]
[[coul d] [should] seek the agreenment of the investigated State
Party to its conducting] any or all of the follow ng specific
on-site activities in the course of an investigation. The
investigated State Party could have the right to restrict
conduct of such activities where particularly sensitive
information unrelated to the BWC (such as national security or
comercial proprietary information) was at risk. |[If an
investigated State Party were to restrict any on-site
activity, it should be obliged to nake every reasonable effort
to denonstrate conpliance through other neans. Such neans

[ shoul d] [could] include the conduct of the other on-site
activities available to the investigation team] |If required,
interpretation could be provided by the investigation

team [the Organi zation], or, where, requested, by the
investigated State Party.

[ Specific on-site activities should be inplenented in
accordance with the principles of nanaged access, as set out
in paragraphs 28 to 30. The following activities may be
conducted by the investigation team interview ng, visual
observation, identification of key equipnment, auditing,

medi cal / di sease-rel ated exam nati on, sanpling and

i dentification and collection of background infornmation and
data.]?

[ For fg%ility i nvestigations:|

34. Interview ng

The investigation teamcould interview any rel evant personnel
in the presence of representatives of the investigated State
Party. [These nmay include a | egal adviser and a senior nenber

2 Details of the inplenentation of specific on-site
activities could be included in an annex.
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of facility staff.] Advance notice of interviews should be
gi ven.

I nterviews should be conducted in such a way as to avoid
undul y hindering the work of the site.

The investigation team should only request information and
data rel evant and necessary to the fulfilnment of its

i nvestigation mandate.

[ Those interviewed couF% have the right to refuse to answer
any questions to protect commercial proprietary and national
security information.]

In conducting interviews, the investigation team could make
use of [but not be limted to] [questions related to

decl arations] [questions related to agreed |ists where

rel evant e.g. of pathogens and toxins, and equi pnent].

[I nterviews should be conducted according to set guide-lines.]

35. Visual Observation

The investigation teamcould [inspect] [visually observe] any
part of, or itens [relevant to its investigation nandate] on
the investigation site.

I f direct visual observation is not possible because of

nati onal security, conmercial proprietary or safety
considerations [or if standard health and safety regul ations
nean that the investigation team cannot have access to certain
areas] the investigated State Party should, in accordance with
paragraph 31, provide other neans which could include [but not
be limted to] the use of [for exanple] [a video canera or

dr awi ngs] .

36. ldentification of key equi pnent

z Further consideration is required of the scope and
content of the investigation nandate.
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The investigation teamcould [have access to] [inspect and
identify] equipnment at the investigation site. [In
identifying key equi pment, the investigation team could nmake
use of, but not be |limted to questions related to agreed
lists of equipnment [or to other agreed criteria for

determ ning the rel evance of equi pnent to strengthening
confidence in conpliance].

The investigation teamcould al so note the absence of, size
and quantity of [dual -use] equipnent on the site [and conpare
this with informati on provided in decl arations where
appropriate].

[37. Auditing

[ The investigation teamcould [as a | ast resort] [have access
to] [inspect] docunentation and records held at the facility,
as necessary to the conduct of their mssion.] The
investigated State Party could take neasures, in accordance
w th managed access procedures, to protect information and
records which it considers confidential for reasons of
national security or comrercial sensitivity.

The investigation teamcould take and renove copi es of
docunents or print-outs of records fromthe site only with the
perm ssion of the investigated State Party.
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Al'l docunments, print-outs of records or other information
obtained as a result of access to docunentation and records,
could be required to be handl ed confidentially.

On-site auditing nust be conducted in such a way as to
m nimze disruption to the normal work of the facility.

The investigated State Party shoul d provide the investigation
teamw th any information, such as details of national
procedures/financial regul ati ons, which nay be relevant to the
i nspection of such docunents and records.

I f issues remain unresolved after an investigation which [in
the opinion of the investigation tean] could be addressed by
specific off-site auditing, the investigation teanfa future
Organi zation/requesting State Party could pursue with the
investigated State Party how this neasure could be

i npl enent ed. ]

38. |[Medical exam nation

In investigations involving epidem ol ogi cal evidence, the

i nvestigation teamcould have the right to conduct nedical
exam nation, with the appropriate consent. They could al so
conduct aut opsi es where rel evant.

[ Appropriate] [nedical] investigators could have access to
ot her nmedical or veterinary information [relevant to the

i nvestigation] such as records, and could request the

exam nation of |aboratory animals or sanples.]

39. Sanmpling and identification

The investigation teamcould [as a last resort and [only] in
i nvestigations to address a specific non-conpliance concern]
take sanples and test for the presence of specific pathogens
or toxins.

[ The investigation team should be guided by the foll ow ng
pri nci pl es:

(1) Sanmpling could be the final resort to address a
particul ar point of relevance to the non-conpliance
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concer n.

(i) Sampl i ng shoul d be used only where there
is other evidence acquired during the
i nvestigation or otherw se available to
the investigation team whi ch suggests that
sanpling m ght provide significant
information. [Ilnvestigators should use
specific tests to focus on specific
agents, strains or genes, if possible.]

(rit) The investigated State Party has the right to take
measures to protect national security and
confidential proprietary information such as
requiring the use of specific tests or on-site
analysis [or if necessary to refuse a sanple].

[If the investigation request includes information about the
possi bl e i nvol venent of specific agents in non-conpliant
activity at a site, the intention to test for such agents
could be required to be stated in the investigation mandate. ]

[If a specific agent has not been identified in the

i nvestigation mandate, and if the investigation team deci des
during an investigation that an issue can only be resol ved

t hrough the use of sanpling and analysis, they could al so have
the right to take and anal yze sanples to detect the presence
of [listed] pathogens and toxins [of concern.]]

Any sanpling and anal ysis could be required, wherever
possible, to be carried out [on site] [on the territory of the
investigated State Party] [by personnel of the investigated
facility] [only in the presence of a representative of the
investigated State Party]. [Were the investigation team
deens on-site analysis to be inpossible, it could have the
right to renove sanples for off-site analysis which could be
done in the presence of a representative of the investigated
State Party. Al sanpling should be conducted according to
agreed procedures and nethods to protect CPI.] [Analysis of
sanples could be carried out at |aboratories designated for
t he purpose by the Organization.]
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An investigated State Party may offer a reliable sanple at any
time which neets the needs of the investigation to help
resol ve a non-conpliance concern or other anbiguity. [The
investigated State Party could designate a representative to
acconpany any sanples renoved fromthe territory of the
investigated State Party.]

[If sanmpling resulted in [any damage or] [substantial] |oss of
production conpensation coul d be consi dered.]]

[For [field investigations] [investigations into alleged use
of bi ol ogi cal weapons]:

40. Access

(1) [ The investigation team could have access to al
areas which could be affected [wth the consent of
the investigated State Party], [including hospitals,
refugee canps, and other places it considers
necessary for the effective conduct of its
investigation], without interfering with national
nmeasures to contain the outbreak.]

(i) [If during an investigation, the teamconsiders it
necessary to extend the investigation to a
nei ghbouring State, [the investigation should be
conducted in accordance with the uniform procedures
of initiation and conduct of an investigation, as
wel |l as in accordance with the United Nations
Charter and applicable norns of international |aw
[the United Nations Secretary-CGeneral or other
appropri ate persons/organi zation] could notify the
State Party of the need to have access to its
territory. The consent of the other State Party
woul d be required. The extent of any such access
woul d be agreed between the parties involved.]

In [field investigations] [investigations into all eged use of
bi ol ogi cal weapons], specific on-site activities available to
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the investigation team woul d be conparable to those avail abl e
in facility investigations, but would differ in scope, aim
and inplenentation. Such activities [should] [could] include
the foll ow ng:

41. Interview ng of eyew tnesses

The investigation teamcould interview persons, with their
agreenent, who witnessed a specific incident or provide
information on a series of incidents, that m ght be used as
information in the investigation. The interview should take
pl ace in the presence of representatives of the State Party on
whose territory the investigation is conducted.

The investigation teamcould request information relevant to
the investigation which is necessary to fulfil their
investigation mandate. |If required, interpretation could be
provi ded by the investigation team or where requested, by the
State Party.

42. Interview ng of potentially exposed humans and owners of
potentially exposed plants and aninals

The investigation team could interview humans, or personnel
responsi ble for plants or aninals potentially exposed to BTW
with their agreenent in order to establish how the exposed
humans, plants or aninmals were affected. The interview should
take place in the presence of representatives of the State
Party on whose territory the investigation is conducted.

The investigation teamcould request information relevant to
the investigation which is necessary to fulfil their
investigation mandate. |If required, interpretation could be
provided by the investigating team or where requested, by the
State Party.

43. Interviewing of Oficials/Personne

The investigation teamcould interview any rel evant personnel,
such as national/local governnment officials, personnel of any
i nvol ved institutions, hospitals/medical facilities, etc with
their agreenent, in the presence of a representative of the
State Party. Advance notice of interviews should be given.
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The investigation team should only request information and
data relevant to the incident under investigation which is
necessary for the conduct of the investigation. |f required,
interpretation could be provided by the investigation team or
where requested, by the State Party.

[I nterviews shoul d be conducted according to set guidelines.]

44. Visual observation

The investigation teamcould [inspect] [visually observe]

rel evant areas in order to obtain information which could be
relevant to the investigation. Al necessary precautions
shoul d be taken to ensure the health and safety of the
investigation team The investigation team should be
acconpani ed by representatives of the State Party.

45. Disease-rel ated exam nati on

Medi cal exam nation of affected humans, plants or aninmals
potentially exposed to BTWor those unaffected, but
potentially exposed could forman inportant part of such an
investigation in order to enable the investigation teamto
det erm ne whether victins have in fact been affected and what
t hey have been affected by.

Appropriate nenbers of the investigation team could conduct
nmedi cal exam nations, with informed consent, on persons
affected, as well as on animals and plants affected, in order
to be able to nmake a di agnosis.

The investigation team coul d conduct post nortem exam nations
where rel evant.

The investigation team coul d have access to [other] nedical,
veterinary or agricultural information relevant to the

i nvestigation, such as records, and coul d request the

exam nation of |aboratory animals or sanples.

The investigation team coul d, where necessary and applicabl e,
wi th the necessary consent, take body sanples in order to
di agnose or confirma clinical diagnosis of the disease.
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46. Sanpling and Identification

The investigation teamcoul d take and eval uate, where
appropriate, environnental sanples, sanples of affected
pl ants, sanples of nunitions and devices or remants of
munitions and devices in order to conduct tests for the
presence of specific pathogens or toxins.

Al'l sanpling should be conducted according to agreed
procedures and nethods and be transported according to the
requi red safety standards.

Anal ysis could be required, wherever possible, to be carried
out on the territory of the State Party where the
investigation is being conducted, and only in the presence of
a representative of the State Party. Were the investigation
team deens analysis on the territory to be inpossible, it
coul d renove sanples for analysis el sewhere, provided the
presence of a representative of the investigated State Party
is guaranteed. Analysis of sanples could be carried out at

| aborat ori es designated for the purpose [by the future

Organi zation]. [The investigated State Party coul d designate
a representative to acconpany any sanples renoved fromthe
territory of the investigated State Party.]

[ Where applicable,] The State Party on whose territory the
investigation is carried out, has the right to take neasures
to protect national security and confidential proprietary

i nformation.

47. Collection of background i nformation and data

The investigation teamcould collect and interpret background
data necessary for the investigation. Background data could

i ncl ude normal and epi dem c di sease incidents and/or

preval ence, denographic data [and data on the use of vacci nes]
[ and vacci ne production/ purchase or usage]. Only data that
coul d have direct effect on the investigation [my] could be
col | ected.]

(J) POST_I NVESTI GATI ON [ PROCEDURES] [ ACTI VI TI ES]
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48. Initial [Factual]l [Findings] [Report]

Ri ght of investigated State Party to review, with
investigation team its initial [factual] [findings] [report]
follow ng conpletion of the investigation.

[ Rhght of investigated State Party to request the renoval from
the initial [factual] [findings] [report] of any information
unrelated to the investigati on nmandate. ]

Ri ght of investigated State Party to receive information on
sanpl es taken [and copi es of other data relevant to the

i nvestigation mandate [to be renpoved by] [which] the
investigation team[intends to renove], if any [and to inpose
restrictions on their renoval].

49. Departure

Requi renent for investigation teamto depart fromterritory of
investigated State Party as pronptly as possible, follow ng
conpl etion of the investigation.

50. Final Report

Ri ght of investigated State Party to receive draft fina
report within a specified tinme period after conpletion of
investigation [but in no case later than ...].

Ri ght of investigated State Party to identify any information
unrelated to the investigation nandate which [in the view of
the investigated State Party] should not be contained in final
report [and to request its renoval].

The investigation teanmis final report could include [factual
findings with regard to the concerns regardi ng possible

[ non_conpliance with Article | of the BW] [alleged use of

bi ol ogi cal weapons or other alleged breach of obligations
under the provisions of the Convention]] [an indication of
whet her non_conpliant activity had taken place] [and the
extent to which the investigated State Party had cooperated in
the investigation].

The final report could [make recomrendati ons on] [take note
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of ] any technical or humanitarian assi stance needed.

51. Further clarification

[In case of remaining uncertainties identified by the

i nvestigation team or in case cooperation offered by the
investigated State Party is not considered to neet required
standards, consultations could be undertaken to allow for
further clarification.]

52. Adoption of a decision on the basis of the findings of
the investigation

[ The [political representative body of States Parties] [United
Nati ons Security Council] [could] [should] [[consider]

[ concl ude] whether there had been any non_conpliant activity]
and take a decision on [any] response or further action,
[particularly if a State Party was found to have viol ated the
Convention].]

53. Post I nvestigation Review

The political representative body of the] States Parties
[coul d] [shoul d] consider [collectively] (as part of post

i nvestigation review) whether a request for an investigation
was frivol ous, abusive or beyond the scope of the [Conventi on]
[Protocol]. In addressing this, one or nore of the follow ng
factors could be taken into account, where relevant:

(1) Information relating to the investigated site
avai lable prior to the investigation request (the
authenticity and reliability of any information
woul d need to be carefully assessed);

(i) Whet her any of the information submtted as part of
the investigation request was shown to be fal se;

(ii1) I nformation fromand/ or outcone or results of [any]
prior consultations/clarifications relevant to the
request;

(1v) Whet her any investigation(s) (including any
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instituted under Article VI of the Convention) had
previ ously been requested by the sanme State Party
Vis_a vis the sanme investigated site, and if so,

t heir nunber, frequency and outcone (including any
foll ow up action);

[(Vv) Whet her the sanme requesting State Party had | aunched
any prior requests for investigation which turned
out to be frivol ous, abusive or beyond the scope of
t he Convention.]

[ The political representative body of the] States Parties
[United Nations Security Council] [could] [should] consider
[collectively] (as part of post investigation review
appropriate [sanctions] [penalties] [actions], [by the
Organi zation] if they decide that a request has been

frivol ous, abusive, or beyond the scope of the [Protocol]

[ Conventi on].

[ The Organization and its inspectors or other staff nenbers
shall, in accordance with the applicable |aws specified in the
private international |aw of the State of forum be liable to
the natural or |egal persons for any damage caused
intentionally or negligently by the inspectors or other staff
menbers of the Organi zation through their wongful acts,

i ncl udi ng | eakage of confidential information comng to their
know edge during the course of inspection activities.]

Di sciplinary procedures to deal with m sconduct by
i nvestigators.
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I11. OTHER VI SI TS AND PROCEDURES*

[ Non-Chal |l enge Visits L

A.  PURPGSE

- Mandatory NCVs at facilities would aimto deter non-
conpliance, and to act as a deterrent against
proliferators using declared sites as a cover for
non-conpliant activities. A systemof NCVs woul d
hel p strengthen confidence in the accuracy of
decl arations (e.g. whether the ongoing activities
are in accordance with information provided in
decl arations; whether any activities are taking
pl ace that should have been decl ared).

- | nspectors during a NCV m ght be able to gather
information that could indicate a possible non-
conpliance concern. Because they would take pl ace
at short notice, NCVs m ght catch the proliferator
of f-guard. The information resulting from NCVs that
could indicate a possible non-conpliance concern
could be followed up by other neasures.

B. I NI TI ATI ON
- NCVs shoul d take place at declared sites only.
- NCVs coul d take place on a regul ar basis.
- NCVs woul d be initiated by the future BTWC
organi zation at random in an objective manner, and

in accordance with agreed guidelines in order to
ensure that the visits are of a non-confrontational

#  The inclusion of this paper is without prejudice to a

final decision on whether provisions for other visits and
procedures will formpart of the future Protocol
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nat ur e.

- A relatively small nunmber of NCVs woul d be
sufficient for the necessary deterrent effect.

- It would be inportant that NCVs are carried out at
short noti ce.

- NCVs [coul d] [shoul d] be subject to a quota system
to govern their distribution in order to restrict as
much as possible the burden on industry. The nunber
of visits could be distributed anbng regions. The
rati o per regional group would depend on the total
nunber of States Parties per regional group and on
the nunber of declared sites per regional group.

- NCVs coul d be focused on key declared facilities,
e.g. those involved in biodefence progranmes.
Wthin each regional group, declared sites would
have to be subdivided according to their rel evance
to the protocol.

C. | MPLEMENTATI ON

- The mandate of an NCV would focus primarily on
decl ared i nformation. Measures and saf eguards for
the protection of CPl wll be applicable, as
appropri ate.

- NCVs coul d al so serve other objectives of the BTWC
They coul d convey information to States Parties
about other relevant matters (e.g. health and
safety) and could have a role to play in
i npl enenting Article V and technol ogi cal cooperation
under Article X ]

[Carification Procedures/Visits
(A PURPCSE
- Could help build confidence in the effectiveness of

mandat ory decl arations as a neans to build
transparency, by providing a neans of
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clarifying/confirmng a declaration, through
consultations and/or visits to declared sites.

Could clarify any anbiguity, anomaly, gap or any
other issue relating to a declaration which has been
subm tted under the | egally_binding regine.

Coul d clarify whether there has been any error or
om ssion resulting in the non_declaration of a site
whi ch m ght be decl arabl e under the Protocol/regine.

Could clarify any other issue relating to a State
Party's inplenmentation of the arrangenents under the
future reginme, but which would not warrant an

i nvestigation into a non_conpliance concern.

(B) | NITIATI ON

Any State Party could submt a request for
clarification

Any future BWC Organization could submt a request
for clarification

Initial clarification could be sought through
correspondence/ consultation with the State Party

Requests for clarification could be screened before
further action is taken

| ssues on which clarification is required should be
i ndi cated as precisely as possible

The State Party about which the request had been
made could offer a voluntary visit for clarification

| f consultation procedures were invoked and did not
succeed in clarifying the points raised, a State
Party/the Organi zation could request a clarification
visit.

(C) 1 MPLEMENTATI ON



(D

BWC/ AD HOC GROUP/ 34
Annex |
page 47

- As part of initial consultations, States Parties/the
Organi zation coul d request additional information
fromthe State Party concerned relevant to the
specific sitelissue.

- Clarification visits could take place as soon as
possi ble after the request for a visit had been
subm tted.

- The scope of the visit could be determ ned by the
i ssue(s) raised in the clarification request.

- There could be a limt on the nunber of
clarification requests and/or visits at/on any
site/State Party within a certain tine period.

OUTCOME

- A report on the results of the clarification
procedures would be circulated to all States
Parties.

- Where a visit had taken place as part of the
clarification procedures, the report could include
the visiting team s findings.

- On receipt of the report, the States Parties could
consi der whet her any further action was necessary.]
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V.  MEASURES TO STRENGTHEN THE | MPLEMENTATI ON OF ARTI CLE ||

[1. States Parties have undertaken specific obligations under
Article I'll of the BTWC. In the process of strengthening the
Convention in accordance with its nandate, the Ad Hoc G oup
shoul d devi se a nmechanismto ensure conpliance by all States
Parties with these obligations. Recognizing that nost of the
agents, toxins, equipnents and technol ogi es are of dual use
nature and with the objective of preventing dual -use itens
frombeing utilized for purposes prohibited by BTWC, the
foll ow ng nmeasures coul d be considered in devel opi ng the
guidelines within the anbit of the Convention:

(1) The future BTWC Organi zation could regul ate the
request for transfer of BTWagents, toxins and
rel ated reagents for peaceful purposes. This could
be inplenmented in cooperation with international
organi zations |ike WHO, O E and FAO Centres or with
the designated | aboratories of States Parties.

(i) Al transfers of agents, toxins, weapons, equipnent,
or neans of delivery as specified in Article | of
t he Convention should trigger mandatory decl arations
wi thin a conpliance regine. The declaration would
i nclude details on transfers by donors and
reci pients on materials, source, quantity, final
destination, intended use, and end use certification
i nformati on on secondary transfer if any, etc.

(rii) Any request nmade by a State Party for the
procurenent of a specific agent/toxin/reagent should
be acconpani ed by information on purpose,
quantity required, site or facility for proposed
use, quantity to be produced at the site or



BWC/ AD HOC GROUP/ 34
Annex |
page 49

25

facility, place where intended to be stored, etc.

(1v) Any request for transfer or procurenent of equipn%%t
envi saged to be decl ared under CBMs, for use by a
State participating in the conpliance regine in a
BL-4 facility, including details of its proposed
application and the site/facility for intended use,
should be intinmated to the future BTWC Organi zati on.

(v) Any transfer of technology related to delivery
systens, aerosol dispersion of toxins and pathogens,
stabilization of agents/toxins to environnmental
stress need to be intimted.

(vi) Transfer of agents, equipnment & material should not
be allowed to non-States Parties of the conpliance
regi me under the Convention w thout prior approval
of BTWC Organi zati on.

(vii) Transfers of agents, toxins, weapons,
equi pnent or neans of delivery as
specified in Article I of the Convention
shoul d not be allowed to any recipients
who nay have been determ ned by the future
BTWC Organi zation to have devel oped
bi ol ogi cal weapons.

(viii) Declarations may be subject to checks through
i nspections/visits by the future BTWC Organi zati on. ]

25

The format on Transfers devel oped by the Friend of the
Chair on CBMs on "Data on Transfers and Transfer Requests and on
Production" in pages 43-44 of BWJ AD HOC GROUP/ 32 woul d need to
be nodified in this context.
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[2. (1) Each State Party shall report to the Organi zation on

(i

(i

[ 3.

an annual basis on the national |egal neasures it
has adopted in order to inplenent Article Il of the
BWC

i) Each State Party shall report to the Organi zati on on
an annual basis on its adm nistrative and ot her
rel ated national inplenentation nmeasures with regard
to Article I'll of the BWC to ensure that transfers
of agents, toxins and equi pnent are only authorized
in conpliance with the provisions of the Convention.

Such reports should contain a sufficient degree of

detail .

ii) These reports could be a basis for work undertaken
during any clarification or other appropriate visits
carried out under the overall investigation
mechani sm |

[ Proposed] Transfer Cuidelines

(1) The States Parties to the Biol ogical

(i)

(iii)

Weapons Convention have undertaken to
ensure free trade in biological agents,
t oxi ns, exchange of equi pnent and
scientific and technical information in
the field of biological activities for
peacef ul purposes.

The provisions of the Convention could not be used to

i npose restrictions and/or limtations on the transfer of
scientific know edge, technol ogy, equi pnent and materials
for purposes not prohibited under the Convention. The
BWC has not envi saged any export restrictions in

bi ol ogi cal trade between the States Parties. The
Convention has established a systemw th equal duties and
responsibilities for all States Parties based on the
principle of equal treatnment of all States Parties.

In order to pronote transparency in the biological trade,
the States Parties nay agree on arrangenents for
exchangi ng the end-user certificate related to biol ogical
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exports in a manner that will entail no restrictions or

i npedi ments on access to biological materials, equipnent
or technol ogical information by all States Parties. This
woul d replace all existing Ad Hoc regulations in the
biological trade at the time of entry into force of the
Protocol for States Parti es.

An end-user certificate may be required fromthe
recipients stating, in relation to the transferred
bi ol ogi cal agents or toxins and equi pnment (to be
identified as relevant by the Ad Hoc G oup), the
fol | ow ng:

(a) that they will only be used for purposes not
prohi bited under this Convention for the States not
party to the Conventi on;

(b) that they will not be retransferred w thout
receiving the authorization fromthe supplier(s);

(c) their types and quantities;

(d) their end-use(s) and

(e) the nanme and address(es) of the end-user(s).

The States Parties should resol ve suspicions arising from
such transfers through the process of consultation and

clarification in accordance with Article V of the
Conventi on. ]
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FRIEND OF THE CHAI R ON DEFI NI TI ONS OF TERMS
AND OBJECTI VE CRI TERI A

The definitions of the follow ng terns were di scussed by or
proposed to the Ad Hoc G oup and nay need further
consideration in the context of specific neasures. The
appearance of any termon this list is without prejudice to
whet her that term has either an acceptable definition content
or is acceptable for inclusion in any final |egally binding
i nstrunent.

[1. Bacteriological (biological) and toxin weapons

A type of weapon designed for mass destruction of human
bei ngs, animals or plants, the effects of which are based on
the properties of biological agents and toxins.

The term "Bacteriol ogical (biological) and toxin weapons”
shall be applied to the foll ow ng:

- Biological agents and toxins (except when they are
desi gned for purposes not prohibited by the Conventi on,
provi ded that the types of agents and toxins and their
quantities are appropriate for those purposes);

- Weapons, equi pnent or neans of delivery designed for the
use of biological agents or toxins for hostile purposes
or in arnmed conflict.]®

(]

A view was expressed that any proposal to define Article
| ternms would have the effect of anending the Convention outside
the | egal provisions of Article XlI, contary to the mandate of the

26
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[ 2. Biol ogical agents (m crobiological and other biologica
agents, bacteriological (biological) neans,
bact eri ol ogi cal (biological) agents)

G oup. Another view was expressed that defining those terns is
i ndi spensabl e for the purposes of a verification nechani sm and
wi |l not have the effect of anmending the Convention.
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M croorgani sns, their genetically nodified forns and ot her
bi ol ogi cal agents designed to destroy human bei ngs, animals or
plants.]”

O

3. Biological defence facility

Facility which works in [one or nore of the follow ng areas
of ] a biological defence programme [/defence programme agai nst
bi ol ogi cal weapons] [as one of its principal and/or permanent
rol es:

research, devel opnent, testing, production and eval uati on]

4. Biological defence programe [/ Defence progranme agai nst
bi ol ogi cal weapons]

[ Research, devel opnent, production, testing and eval uation]
programe designed to detect and assess the inpact of any use
of m crobial or other biological agents or toxins for hostile
purposes or in armed conflict, and/[or] to prevent, reduce and
neutralize the inpact of biological and toxin weapons on
humans, animals or plants.

5. Biosafety Level 3

Bi osafety |l evel 3 conprises the safety practices, building
desi gns and equi pnent used in research, devel opnent, testing
or diagnostic work in |aboratory activities involving
m crobi al or other biological agents, or toxins that pose a
hi gh risk of infection or intoxination.

[ Biosafety | evel 3] characteristics [could] [should] include
bui | di ngs seal abl e for decontam nation, with a ventilation
systemthat establishes a directional airflow fromthe access
space into the |l aboratory room double door entry into the
room seal able wi ndows, the exhaust air fromsafety cabinets

t hat pass through high-efficiency particulate air (HEPA)
filters and run off water disinfected. Equi pnment used inside

* 1bid
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[ coul d] [shoul d] include biosafety cabinets and specialised
aut ocl aves. Access controlled, the two person rul e whereby no
i ndi vidual ever works alone in the |aboratory applicabl e,

bi ohazard warni ng signs di splayed when work is in progress
and, where applicable, protective |aboratory clothing, worn

i nsi de.

6. Diagnostic Facility

Any facility which tests sanples for the purpose of
di agnosi s of human, animal and pl ant di seases by neans of
detection, isolation and identification of mcrobial or other
bi ol ogi cal agents or toxins, as well as by serol ogi cal
t echni ques.

A diagnostic facility may also carry out the production and
preparation of reagents for the above tests, and the
devel opnent of diagnostic techniques.

7. [Facility

A conbi nation of physical structures, equi pnent, personnel
and principal associated support infrastructure whether under
construction, operational or non-operational for the
devel opnment, production, testing, processing, stockpiling,
ot herwi se acquiring or retaining mcrobial or other biological
agents or toxins.]

8. Genetic nodifications

CGenetic nodification involves a [directed] process of
arrangi ng and mani pul ati ng nucl eic acids of an organismto
give it the capability to produce novel nolecules or to add to
it new characteristics.

It may include alterations in the genetic material of
organi sns in performng new functions |i ke enhancenent or
reduction in pathogenicity and/or virulence; resistance to
biotic or abiotic stress; change in antigenicity, [enhancenent
of stability in environnent] and ease in cultivation. [For
sone neasures] [There nmay be, however, for sonme neasures a
need to exclude classical genetic techniques, natural
processes, applications involving somatic hybridoma cells, and
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sone in vivo techniques.] [For other nmeasures] [There may be a
need to cover all techniques of changing the genetic structure
of a biological agent.]

[9. Hostil e purposes

The use of bacteriological (biological) or toxin weapons or
bi ol ogi cal agents by a State (States) to destroy human bei ngs,
animals or plants in a State (States) which is (are) not
engaged in a mlitary conflict with the forner State (States)
with aviewto inflicting mlitary, econom c or nora
damage. ]

O .
10. Mlitary nedical programe

Medi cal programe to nonitor, maintain and/or restore the
physi cal, nmental and social health, including detection,
di agnosi s, prophylaxis and treatnent of infectious di seases
and intoxications [that occur naturally] of serving and/or
retired mlitary personnel and their dependents, [as well as
civilians] other than in the context of defence against the
use of m crobial or other biological agents or toxins for
hostil e purposes or in arnmed conflict.

[11. Mlitary related bi odefence programme [/Mlitary
rel ated defence programme agai nst bi ol ogi cal weapons]

Bi ol ogi cal defence programre [/ defence programe agai nst
bi ol ogi cal weapons] carried out by the mlitary.]

[12. Primary containnent in production

Primary containment in production conprises the safety
practices and equi prment design features used in production
activities involving mcrobial or other biological agents or
toxins where there is a need to prevent incidental release
into the environnent. Organisns [could] [are] [shall] be
handl ed in a system whi ch physically separates the process

* lbid
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fromthe environnment (closed system) wth seals so as to
prevent release of organisns fromthe system exhaust gases
fromthe systemtreated so as to prevent rel ease and effl uent
treated before final discharge. Sanple collection, addition of
material to the systemand transfer of viable organisns to
anot her cl osed system performed so as to prevent rel ease.
This system could be |ocated wwthin a controlled area.]

13. Production capability

Expertise and capability to produce m crobial or other
bi ol ogi cal agents or toxins, whatever their origin or nethod
of production.

[ 14. Pur poses not prohibited by the Convention

Prophyl actic, protective or other peaceful purposes.]?”
O
15. Site

A geographically defined |ocation or area having an
i dentifiable boundary that contains [or has contained (in a
tinmeframe to be specified)] one or nore facilities.

[ 16. Toxi ns
Toxi ¢ by-products of m croorgani snms, natural poisons of

animal or plant origin, whatever their nmethod of production,
desi gned to destroy human beings, animals or plants.]®

O

17. Vacci ne

29
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Preparations, including |ive-attenuated, killed or
otherwi se nodified organisns or their conponents, and nucleic
aci ds, which when introduced by any of nmultiple routes into an
organi sminduces in it an active inmune response and
[protection in plants], for prophylactic, protective or
[t herapeutic] use.

18. Work with listed agents and toxins

Any mani pul ations with |isted biological agents and toxins
that cover for instance research devel opnent, production and
di agnosi s using |isted biological agents and toxins including
the study of properties of biological agents and toxins,
detection and identification nethods, genetic nodification,
aer obi ol ogy, prophylaxis and treatnent nethods [nmaintenance of
culture collections] [registered culture collection].
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Hunan Pat hogens

The followi ng list® of human pat hogens and toxi ns was
di scussed by the G oupqand recogni zed to be rel evant for
developing a list or lists of bacteriological (biological)
agents and toxins for specific measures [in particular for
initiating or triggering declarations] to strengthen the
Conventi on:

Vi ruses

Cri mean- Congo haenorragic fever virus

Chi kengunya vi rus

Eastern encephalitis virus

Ebol a virus

Hant avi r us

Japanese encephalitis virus

Junin virus

Lassa fever virus

Machupo virus

10. Marburg virus

11. Rift Valley Virus

12. Tick-borne encephalitis virus (Russian spring-sumrer
encephalitis virus)

13. Variola virus (Small pox virus)

14. Venezuel an encephalitis virus

15. Western encephalitis virus

16. Yellow fever virus

17. Kyasanur Forest Fever virus

CxNoOROME

Bacteri a

31

Pat hogens Nos. 2, 6 and 17 wll require further
consideration fromthe point of view of neeting the criteria.
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Bacillus anthracis

Brucel l a spp

Chl anmydi a psittaci

Cl ostridi um botul i num

Francisella tularensis (tularem a)
Pseudononas (Burkhol deria) mall ei
Pseudononas (Burkhol deri a) pseudonal | ei
Yersinia pestis

NGO RODNE

Ri ckettsi ae

1. Coxiella burnetti
2. Rickettsia prowazeki
3. Rickettsia rickettsi

Fungi

1. Histoplasm capsul atum (incl. var duboisii)

Toxi ns

Abrin (A. precatorius)

Bot ul i num t oxi ns (C ostridi um botul i num
Clostridium perfringens (tox)
Corynebact eri um di phteri ae (tox)

Cyangi nosins (M crocystins) (Mcrocystis aerugi nosa)
Ent er ot oxi ns ( St aphyl ococcus aur eus)
Neur ot oxi n (Shigella dysenteri ae)

Ricin (Ricinus conmunis)

Saxi t oxi n (Ganyaul ax catanel | a)

10. Shigatoxin

11. Tetanus toxin (Clostridiumtetani)

12. Tetrodot oxi n (Spheroi des rufripes)

13. Trichot hecene nmycot oxi ns

14. Verrucol ogen (Mrotheci um verrucari a)

CeNoOROME
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Criteria for human pat hogens and toxi ns

The following criteria, which are proposed to be used in

conbi nation, were discussed by the G oup and recogni zed to be

potentially useful for devel opnment of a |ist of human
pat hogens and toxins in support of specific neasures:

1. Agents known to have been devel oped, produced, stockpiled
or used as weapon;

2. Low infection dose or high toxicity;
3. [Short incubation and] high I evel of norbidity;

4. Hi gh | evel of contagiousness in popul ation

5. Infection or intoxication [by variety of route, especially]

by respiratory route;
6. High level of incapacity or nortality;

7. No effective prophylaxis (i.e. inmune sera,

vacci nes, anti biotics) and/or therapy conmonly avail able and

w dely in use;
8. Stability in the environnent;

9. Difficulty of detection or identification [at the early
st age] ;

10. Ease of production [and transportation].

Definition of sonme terns:

nor bi dity: ratio of sick to healthy persons;
cont agi ousness: capability to be comuni cabl e;
i ncapaci ty: | ack of physical or intellectual power;

nortality: ratio of dead to sick persons.
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Ani nal pat hogens

The followi ng |ist® of animal pathogens was di scussed by
the Goup for further cepsideration with a view to devel opi ng
a future list or lists of bacteriological (biological) agents
and toxins, where relevant, for specific neasures designed to
strengthen the Conventi on:

1. African swi ne fever virus

2. Avi an influenza virus (Fow plague virus)

3. Bl uet ongue virus

4, Camel pox virus

5. Classic swine fever virus

6. Cont agi ous bovi ne (pl europneunoni a)/ Mycopl asnma nycoi des
var. nycoi des

7. Cont agi ous capri ne (pleuropneunoni a)/ Mycopl asma mycoi des
var. capri

8. Foot and nouth virus

9. Her pes B virus (nonkey)

10. Hog cholera virus

11. Newcastl e di sease virus

12. Peste des petits rum nants virus

13. Porcine enterovirus type 9

14. Rabies virus

15. R nderpest virus (Cattle plague virus)
16. Sheep pox virus

17. Teschen di sease virus

18. Vesicular stomatitis virus

32

Pat hogens Nos. 3, 4, 6, 7, 9, 10, 12, 13, 14, 16, 17 and
18 wll require further consideration fromthe point of view of
nmeeting the criteria.
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Criteria for ani nal pathogens

The following criteria were discussed by the Goup and
may be used in conbination for selection of aninmal pathogens
to be included in a list of bacteriol ogical (biological)
agents and toxins:

1. Agents known to have been devel oped, produced or used as
weapons;
2. Agents whi ch have severe soci o-econom ¢ and/ or

significant adverse human health inpacts to be eval uated
agai nst a conbination of the following criteria:

a)

b)

c)

d)

e)
f)

g9)

High norbidity and/or nortality rates;

Short incubation period and/or difficult to
di agnose/identify at an early stage;

High transmssibility and/ or contagi ousness;

Lack of availability of cost effective
protection/treatnent;

Low i nfective/toxic dose;
Stability in the environnent;

Ease of production;

Definition of selected terns:

"Morbidity" - the ratio of sick to healthy animals.
"Mortality" - ratio of dead to sick aninals.
"Cont agi ousness"” - capability to be comruni cable froma sick

to heal thy animal.

"Stability in the - ability of the agent to
envi ronnent " retain its properties and resist
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tenperature, humdity and insol ation.
"Infective dose" - the smallest quantity of the agent which

i nfects ani mal s.
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Pl ant pat hogens

The following list® of plant pathogens was discussed by
the Goup for further cepsideration with a view to devel opi ng
a future list or lists of bacteriological (biological) agents
and toxins, where relevant, for specific neasures designed to
strengthen the Conventi on:

Citrus greening di sease bacteria

Col | etotri chum cof f eanum var. Virul ans
Chochl i obol us m yabeanus

Dot hi stroma pini (Scirrhia pini)
Erw ni a anyl ovora

M crocycl us ul ei

Phyt opht hora i nf est ans

Pseudononas sol anacear um

Pucci ni a erianthi

10. Puccinia gramnis

11. Puccinia striiformis (Puccinia glumrum
12. Pyricularia oryzae

13. Sugar cane Fiji disease virus

14. Tilletia indica

15. Ustilago maydi s

16. Xant hononas al bi | i neans

17. Xant hononas canpestris pv citri

18. Xant hononas canpestris pv oryzae

19. Sclerotinia sclerotiorum

CONOGORLONE

33

Pat hogens Nos. 1, 3, 6, 7, 9, 10, 11, 13 and 19 w |
require further consideration fromthe point of view of neeting
the criteria.
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Criteria for plant pathogens

The following criteria were discussed by the G oup and
may be used in conbination for nom nation of plant pathogens
to be included in a potential |ist of bacteriol ogical
(bi ol ogi cal) agents and toxins:

1. Agents known to have been devel oped, produced or used as
weapons.
2. Agent s whi ch have severe soci o-econom ¢ and/ or

significant adverse human health inpacts, due to their
effect on staple crops®, to be eval uated against a

conbi nati on of the foIthﬁng criteria:

a) Ease of dissenm nation (w nd, insects, water, etc.);

b) Short incubation period and/or difficult to
di agnose/identify at an early stage;

c) Ease of production;
d) Stability in the environnent;

e) Lack of availability of cost-effective
protection/treatnent;

f) Low i nfective dose;
g) Hi gh infectivity;

h) Short life cycle.

¥ Staple crops: a description/definition will need to be

devel oped for the purposes of the BW drawing from usage in
rel evant international bodies, eg. FAO WO
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Definition of selected terns:
"Infective dose" - the smallest quantity of the agent which
i nfects plants.
"Stability in the - ability of the agent to retain its
envi ronnent " properties and resist tenperature,

hum dity and insol ati on.

"Infectivity” - ratio of infected plants to the tota
nunber of plants exposed.
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Li st of Equi pnent

The following |ist of equi pment was di scussed by the
Goup in the context of a declaration format for a decl ared
facility. [Such equiprment could be divided in four different
categories][according to the activity of a facility]:

1. [ Aer obi ol ogy]

Aer osol chanbers [(dynam cs, static and expl osive)]
[ desi gned and/or] used for test or study of
m croor gani snms or toxins

[ No. ] [ Vol une] Lab.
Cont ai nnent * Application **
- [ dynam c
- static
- expl osi ve
]
Tot al

- Aer osol dissem nation equipnment with the ability of
generating [90] % of particles of size 1-10 um

| ndoor
or Application
out door
use
Powder aerosol capacity ... granimnute
Li qui d aerosol capacity ... m/mnute

[ - Aerosol particle analyzing equi pnent]
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* Used under BL3 or BL4 or equival ent containnent.
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** Application nmeans work with m croorgani sns or toxins;
or work with the biologically active material or other
applications.
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2. [ Producti on]
- Fernmenters/ bioreactors
Total capacity range [ No.] [ Vol une] Lab.

Process

Cont ai nnent
Cont ai nnent ***

- 5-99 litres

- 100-999 litres

- 1000-9999 litres
- 10.000 | .or nore

[ Any ot her fernmenters under contai nnent |evel BL3 and/or BL4]

- High speed self-sterilizable centrifugal separators
or decanters for continuous or sem -continuous operation

Capacity range [ No. ] Lab.
Pr ocess
Cont ai nnent

Cont ai nnent

5-99 litres/ hour
100 litres/ hour or nore

- Cross-flow tangential filtration
equi pnent; capacity of filter
area greater than
[5 square neters]

- Freeze-dryi ng equi pnent;
with a condenser capacity
nore than 5 kg of ice in
24 hours

- Spray drying equi pnent

- Drum dryi ng equi pnent

3. [Work with |isted agents and toxi ns]
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[ No. ]
Lab. Cont ai nnrent
- Biological safety cabinets
class Ill containment, [class I/11]
types of cabinets which could be
converted into flexible cabinets]
- Cell disruption equipnent; wth
a flowrate greater than
10 liters per hour
- [ M croencapsul ati on equi prment |
L CECD Category 2 or 3 or equival ent
4. [ Genetic Mdification]
[ No. ]

Lab.

Cont ai nnent

- Automati c DNA sequenci ng equi pnent
- Automati c DNA synt hesi zer

A list of equipnent may al so have utility in the context of
specific on-site activities during investigations; and in the
context of declarations of, and [any] guidelines on [all] transfers
of dual -use itens.

Some ot her equi pnent was al so proposed by sone del egati ons,
whi ch needs to be discussed by the G oup.
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Threshold quantities

The G oup held prelimnary discussions of the potential role
of threshold quantities for specific neasures designed to
strengt hen the Conventi on. Further consideration needs to be
given to this. Three initial questions have been identified:

1) Whet her threshold quantities have any role in such
nmeasur es;

2) If they have, what are their potential uses;

3) What technical basis should be used to el aborate any
t hr eshol ds?

Wth reference to the first question, views were expressed
that the application of threshold Iimts to the possession of
bi ol ogi cal agents and toxins is not a useful neans to
strengthen the Convention and coul d underm ne the provisions
of Article |I; this would clearly be outside the mandate of the
G oup. Peaceful quantities of an agent cannot be defined

i ndependently of the particular circunstances of the use,

whi ch neans that fixed threshol ds cannot be used. There
woul d be a risk of a threshold for work for defence purposes
bei ng used to conceal offensive activities. The application
of threshold Iimts could provide inaccurate inpressions of
the scale of activities at a facility because the self-
replicating nature of m croorgani snms nmeans that an agent
anount at or below a threshold could be exceeded within a
matter of hours. Finally, even small quantities of biological
agents and toxins could, depending upon their intended

pur pose, violate the object and purpose of the Convention.

Anot her view was that the establishnent of threshold
guantities of biological agents and toxins is essential for an

effective verification regi me under the BWC. Such threshold
limts could in no way contradict the mandate of the G oup,
since the mandate specifies that the Goup shall, inter alia,

consider "definitions of ternms and objective criteria, such as
| ists of bacteriological (biological) agents and toxins, their
threshold quantities, (enphasis added)....... "




BWC/ AD HOC GROUP/ 34
Annex |
page 74

Wth reference to the second question, one view suggested that
the possibility of establishing thresholds for storage of

| i sted biological agents and toxins should be consi dered by

t he G oup.

Anot her view was that there should be threshold quantities for
bi ol ogical materials containing |listed agents that can be
stored at facilities for the purposes of devel oping and
testing neans and net hods of protection agai nst bi ol ogical
weapons. These threshol ds woul d not cover quantities that are
used in day to day work at these and other facilities that
produce i nmune biol ogical, nedical and other preparations.

This approach is not neant to limt the scope of Article | of
t he Bi ol ogi cal Wapons Conventi on.

On the third question, as to what technical basis could be
used for any threshold, the above proposal for threshold
quantities for biological materials stored at facilities for
t he purposes of protection against BWcontains the foll ow ng
met hod of cal cul ati on which takes into account the specific
concentration of each agent and its virul ence:

- sel ect an agent with the highest virulence (for
exanpl e, pathogen "X' with LD, = 40 cells);

- take a genuinely achievabl e concentrati on of the
agent in biological material (for exanple 10.10°
cells/m);

- take the maxi mum quantity of biol ogical materi al
whi ch can be held at the facility at one time (for
exanpl e 5 kg);

- cal culate the quantity K of LD, which can be held at
the facility at one tinme (for exanple,

K = 5.1000. (10.10°/40 = 1,25.10"LD,)

In order to determ ne what is the quantity of another

bi ol ogi cal material containing another agent, or the sane one
with a different virulence or a different concentration, that
can be held at the facility at one tine, it is necessary to
insert the actual concentration at LD, of this agent into the
foll ow ng formul a:

M= K. LD,/ C. 1000, where
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M is the quantity of biological materi al
containing the agent of a given virul ence
and concentration which could be held at
the facility at one tinme (kg):

C is the concentration of the agent
(cells/m).

In this context, the starting values for LD,, concentrations
and quantities nust be defined by consensus after careful
study. It was al so suggested that the proposed approach
relates only to the listed biological agents. Wth regard to
toxins, that affect humans and aninmals, as well as biol ogical
agents and toxins that affect plants, other methodol ogi cal
approaches may be consi der ed.

Views were expressed that the limted rel evance of LD,s
(and 1 D,s) underscored the lack of utility of threshold
guantities in strengthening the Convention.

First, the technical basis to el aborate threshold quantities
of living mcroorganisns is problematic. Mathematical nodels
based on virul ence (LD,) or simlar measurenments such as

I nfective Dose (1D,) and No Adverse Effect Level (NOAEL)
suffer froma nunber of insufficiencies. For exanple, sone
difficulties encountered with the estimation of LD, are as
follows: there is high intra- and inter-species variability
in test animals used to establish LD,; there is high
variability according to the anatom cal route of

adm ni stration used to determne LD, ; related to the above,
scal ability of animal-derived LD,, val ues to human systens; the
physi ol ogi cal state, cultural history, and/or age of test
organi snms can have a profound effect on the estimted val ue of
LD,,, the judicious use of any of these properties conceivably
al I owi ng mani pul ati on of LD,, values to allow storage of

i ncreased threshold |l evels of organisns; and finally,

i nhal ati onal LD, values can vary according to conditions of

tenperature and relative humdity used in test chanbers.

Secondly, for agents that are primarily incapacitating the use
of | ethal dose regardl ess of the cal cul ati on node woul d
provi de an inappropriate risk assessnent.
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On the other hand, one del egati on proposed a new approach by
nmeans of which the above-nentioned difficulties m ght be
elimnated. The approach was based on using, for the purpose
of determning the effective dose of an agent, not sinply

ani mal species which are sensitive to a given infection, but
t hose which in specific nodes of infection serve as nodels for
di seases caused by specific biological agents. The val ue of
LD, or ID,, established experinmentally in such aninmals in
standard conditions, with the influence of secondary factors
elimnated, is species-specific and characterizes the degree
of virulence of a given agent. The availability in the
literature of data on effective dose val ues for agents
appearing on the list makes it possible to avoid additional
experiments and reach agreenent on existing values of LD, or

I D,. These effective dose values fixed for each specific
agent could be used in the proposed mat hemati cal nodel to
determ ne threshold quantities for biological materials
containing |listed agents.

An opi nion was expressed that the issue of establishing
t hreshol ds for toxins could be addressed separately and sone
quantitative approaches were proposed.

It was understood that the issue of thresholds for biological
agents and toxins needs further consideration by the G oup.
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FRIEND OF THE CHAIR ON ARTI CLE X

This paper is without prejudice to the positions of
del egati ons on the issues under consideration and does not
i nply agreenment on the scope or content of the paper.

It is not a revised version of the Elenents for a Structured

D scussion of Article X even though many of the proposals draw
upon that paper, as well as fromother ideas advanced by

i ndi vi dual del egations, and rather constitutes a prelimnary
attenpt to reflect the trend of the discussion on Article X,
with the aimof incorporating Article X-rel ated neasures
within a future instrument of BTWC conpliance Protocol

[ PREAMBLE *

[ Enphasi zi ng the increasing inportance of the provisions of
Article X, especially in the light of recent scientific and

t echnol ogi cal devel opnents in the field of biotechnol ogy,

bact eri ol ogi cal (biological) agents and toxins w th peaceful
applications, which have vastly increased the potential for
cooperation between States to help to pronote econom ¢ and
soci al devel opnent, and scientific and technol ogi cal progress,
particularly in the devel oping countries, in conformty with

® In addition to the statenents that the position of

del egations is not prejudiced to this paper, sone individua
brackets have been introduced at this tinme to cover specific
prelimnary concerns of delegations, but it is recognized that
further and detailed consideration of all elenments wll be
required at the future sessions, especially of those elenents
whi ch were not discussed in a sufficient way.
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their interests, needs and priorities,

Concerned with the increasing gap between the devel oped and
t he devel oping countries in the field of biotechnol ogy,
genetic engi neering, mcrobiology and other related areas,

Recalling that, in accordance with the Decl aration of
Principles adopted at the United Nations Conference on

Envi ronnment and Devel opnent, States shoul d cooperate to

st rengt hen endogenous capacity-building for sustainable

devel opnment by inproving scientific understanding through
exchanges of scientific and technical know edge, and by
enhanci ng the devel opnent, adaptation, diffusion and transfer
of technol ogi es, including new and i nnovative technol ogi es,

Determ ned to pronote international cooperation on al

devel opnents in the field of frontier science and high
technology in areas relevant to the BTWC, and urging the
devel oped countries possessing advanced bi ot echnol ogy and
know edge in such fields as nedicine, public health and
agriculture to adopt positive neasures and to continue to
pronote technol ogy transfer and cooperation on an equal and
non-di scrimnatory basis, in particular with the devel opi ng
countries, for the benefit of all mankind.]

[ SCOPE

[ The objective of this Protocol, to be pursued in accordance
with its relevant provisions, is to strengthen the BTW, and
to ensure conpliance with all the provisions of the
Convention, through appropriate neasures, including neasures
for effective verification of conpliance, and to provide a
forumfor consultation and cooperation, in matters including
scientific and technol ogi cal exchanges and transfers, anong
the States Parties to the Protocol.]

PROMOTI ON OF SCI ENTI FI C AND TECHNOLOG CAL EXCHANGES
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The States Parties to the Protocol undertake to
facilitate, and have the right to participate in,
the full est possible exchange of equipnent,
materials and scientific and technol ogi cal
information for the use of bacteriol ogical

(bi ol ogical) agents and toxins, in accordance with
Article X of the BTWC. To that end, the States
Parties shall cooperate on a global basis, directly
or through the institutional mechani snms provided for
under this Protocol, in order to conply with the
provi sions of Article X

The States Parties to the Protocol undertake to
fulfil all their obligations under the [Convention
and its] Protocol in a manner designed to avoid
hanperi ng the econom ¢ and technol ogi cal devel opnent
of States Parties to the Protocol, in particul ar of
devel opi ng countries who are States Parties, and to
foster international cooperation in the field of
peaceful bacteriol ogical (biological) activities,

i ncl udi ng the exchange of bacteriol ogi cal

(bi ol ogical) agents and toxins for peaceful purposes
in accordance with the provisions of the Convention.

The States Parties to the Protocol undertake to
i npl ement specific neasures in order to ensure that:

(a) the provisions of Article X of the BTWC on
t he peaceful use of transfers of
materi al s, equi pment and technol ogy for
peaceful purposes are fully and
effectively inplenented;

(b) transfers of materials, equipnent and
t echnol ogy of concern should [only] take
place in full conpliance with all the
provi sions of the BTWC

Wth the aimof increasing and w dening
such uses and transfers, for the benefit



BWC/ AD HOC GROUP/ 34
Annex |
page 80

of all States Parties to the Protocol, and
in particular the devel oping countries who
are States Parties, the States Parties
undertake to report periodically, through
the institutional nmechani sns provided for
under this Protocol, on the specific
measures they have taken to conply with
the provisions of Article X

4, The States Parties to the Protocol undertake, in
addition to their mandatory obligati ons under the
Protocol on the declaration of information rel evant
to the Convention, to participate in a w der
exchange of information on all aspects concerning
t he peaceful use of the biosciences, biotechnol ogy
and genetic engi neering.

5. The States Parties to this Protocol undertake,
subject to the protection of commercial proprietary
rights and national security concerns, to pronote
t he publication, exchange and di ssem nation of
i nformation concerning current research programes
in the biosciences, and on research centres, and
ot her scientific and technol ogi cal devel opnments and
activities of relevance to the BTWC

6. The States Parties to the Protocol undertake to
cooperate, individually or together with other
States and international organizations, to the
further devel opnent of programmes and neasures in
the field of bacteriology (biology) for purposes of
public health and the prevention or control of
di sease, and ot her peaceful purposes. The States
Parties shall, to the extent possible, coordinate
national, regional and nultilateral activities and
programmes in the relevant fields using existing
mechani snms and structures and incl udi ng, where
appropriate, the institutional mechani snms provi ded
for under this Protocol
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COOPERATI VE MEASURES

[Duly taking into account existing conpetences and
mandat es of the relevant international organizations and
agreenents and bearing in mnd the need to avoid
duplicating existing activities and nechani sns] the
States Parties to the Protocol shall pronote and

i npl enent cooperative nmeasures, directly or through the
institutional mechanisns provided for under this
Protocol, inter alia, in the follow ng fields:

(a) encouraging the dissem nation of results in the
field of biological research, frontier science and
hi gh technology in areas directly relevant to the
obj ectives of the BTWC,

(b) assisting the establishnent of national centres and
research institutes for the exam nation of
bi ol ogi cal agents and toxins, and di ssem nating
know edge about exam nation and identification
techni ques, |aboratory safety and ot her research
projects in the biosciences;

(c) supporting the establishnent, operation and updating
of biological data bases, in the collection and
di ssem nation of information relevant to the BTWC,

(d) pronoting cooperation anong States Parties in
di agnosi s, prevention and control of outbreaks of
di seases, including exploring neans to inprove
i nternational cooperation on the devel opnent and
production of vaccines;

(e) transfer of technology for peaceful use of genetic
engi neering and other scientific and technical
devel opnments in the field of frontier science and
hi gh technol ogy rel evant to the Conventi on;

(f) programres for the devel opnent of human resources in
t he biological field, including training expert
personnel in bio-defence activities;
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(g) nmaking avail able on request, subject to relevant |IPR
protection and under fair and equitabl e comerci al
ternms, instrunments, equipnent and technol ogies in
the field of bio-defence activities;

[(h) collaborative research and devel opnent projects and
joint ventures in bio-defence activities,
particularly related to reconbi nant vacci ne
devel opnment and di agnostics systens. |

8. [ The States Parties to the Protocol undertake,
i medi ately after the entry into force of the
Protocol, to consider ways and neans to strengthen
the States Parties' biological defence capabilities,
i ncluding by the el aboration of guiding principles
and possi bl e scope of neasures for States Parties to
cooperate in useful exchanges intended to provide a
sufficient degree of transparency and contribute to
the effective functioning of the conpliance regine
established by this Protocol.]

9. The States Parties to the Protocol undertake to
provi de or support assistance, through appropriate
measures, including a voluntary fund, to any State
Party to this Protocol which has been exposed to
danger as a result of a violation of the BTWC or of
the provisions of this Protocol. Pending
consideration of a decision by the Security Counci
in conformty with Article VIl of the Convention,
tinmely energency assistance could be provided by
States Parties if requested, including assistance
provi ded t hrough the above-nenti oned voluntary fund
and in coordination with conpetent internationa
organi zati ons such as VWHO

10. The States Parties to the Protocol shall endeavour to
conclude bilateral, regional and nmultiregi ona
agreenents on a [nutual |y advant ageous], equal and non-
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di scrimnatory basis, for their participation in the
devel opnent and applicati on of biotechnol ogy and the
devel opnent and application of scientific discoveries in
the field of bacteriol ogy (biology) for the prevention
of di seases.

11. [The States Parties shall cooperate with the devel opi ng
countries for the establishnent of research institutes
to carry out common projects for devel opnent of bi ol ogy,
bi ot echnol ogy and vacci ne production.]
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[ 1 NSTI TUTI ONAL MECHANI SMS AND] | NTERNATI ONAL COOPERATI ON *°
O

12. The BTWC Organi zati on shall develop a framework for
activities aimed at providing assistance to the States
Parties to the Protocol, and in particular to the
devel opi ng countries who are States Parties to the
Protocol. Duly taking into account existing conpetences
and mandates of the relevant international organizations
and agreenents, and bearing in mnd the need to avoid
duplicating existing activities and nechani sns, the
follow ng should inter alia be considered by the States
Parties directly or through a future institutional
mechani sm

(a) assistance to States Parties for the preparation of
declarations [required as part of the conpliance
regi nej;

(b) assistance to States Parties in drawi ng up internal
| egi sl ati on [necessary to the conpliance regine];

(c) [inclusion of a cooperative dinmension in (non-
chal | enge/ ot her on-site neasures) visits to States
Parties, with a view to:]

i exchangi ng i nformati on and provi di ng expert
advi ce, assistance and appropriate
reconmendat i ons on bi ol ogi cal practices;

i sharing informati on concerning cooperative
programmes in biosafety, identification of
agents, diagnostics and the devel opnent of

*® Reference to the "BTWC Organization" does not prejudge

its eventual existence, structure or functions.
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i nnovati ve vacci nes, ainmed at being | ow cost
products, safe and usable under difficult
condi tions;

(d) convening national or regional semnars with a view
to optim zing cooperation and devel oping a | ong-term
programme of exchanges on scientific devel opnents,

i ncl udi ng the bio-defence activities for peaceful
pur poses, internships [and ot her (non-chall enge)
visits];

(e) creating [a framework for donor countries],
[including a [voluntary fund]] to provide additional
assistance for training of expert personnel and for
the financing of scientific and technical
cooperation and assi stance projects.

13. The BTWCO shal | establish a cooperative rel ationship,
mai ntain working ties, negotiate agreenents and devel op
joint programmes with rel evant organizations, including
WHO, FAO, 1 OCE, UNIDO | CGEB, UNEP and ot her agencies
engaged in the inplenentation of Agenda 21 and the
Convention on Biological Diversity (CDB) in order to:

(a) derive the greatest possible synergy in such fields
as:

i the coll ection and di ssem nati on of information
on |listed pathogens;

i sharing informati on on environnental release of
genetically nodified organi sns;

. good manufacturing practices (GW), safe
| abor at ory procedures, biological containnment
and ot her biosafety regul ations and practices;

iv. the el aboration of a conprehensive data
resource, to supplenent and facilitate access
to existing databanks (e.g. BINAS, | CGEBNET
etc.) and various tools of electronic
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(b)

(c)

communi cati on ( NEED).

Mai ntain a record of cooperative activities pronoted
by international organizations in areas considered
relevant to the BTWC, to provi de awar eness and
facilitate access to those activities by States
Parties to the Protocol, and coordinate with those
organi zations its own pronotional activities,

avoi ding duplication and rationalising the use of

t he resources.

Create a framework for nultilateral cooperation,

i ncluding a forumof exchange of information anong
scientists and technol ogists from States Parties to
the Protocol, with the aimto:

i utilize the scientific and technol ogi cal
capabilities, experience and know how of
devel oped and devel opi ng countri es;

ii. facilitate regulatory harnonization by allow ng
cross-correlation of existing national
regul ati ons and adm ni strative procedures;

iii. assist developing countries who are States
Parties to the Protocol in strengthening their
scientific and technol ogical capabilities in
t he bi osci ences, genetic engineering and
bi ot echnol ogy.

14. The BTWCO, in its analysis of information provided to it by
rel evant international organizations should be required
to make assessnment and recommendati ons as to how t he
objectives of Article X of the BTWC might be fostered by
actions taken by those organizations directly or in
cooperation with the BTWO

15. [In order to performits duties, the future Organization
shall be accorded the necessary personnel and
resources. |

|V
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MEASURES TO AVO D HAMPERI NG THE ECONOM C AND TECHNOLOG CAL
DEVELOPMENT OF STATES PARTI ES

16. The econom ¢ and soci al devel opnent of all States Parties
include the requirenment for nmultilaterally negoti ated,
uni versal, conprehensive and non-di scrim natory
sensitive technol ogy transfer agreenents.

17. [The States Parties to the Protocol shall not use the
provi sions of the Convention or of this Protocol to
i npose restrictions and/or limtations on transfers
consistent wwth the objectives and provisions of the
Convention on scientific know edge, technol ogy,
equi pnent and material s. ]

[The States Parties shall only establish anbng

t hensel ves guidelines to regulate the free fl ow of
equi pnent, materials and scientific and technol ogi ca
information in the biological field as provided under
Part .... of this Protocol.]

[The States Parties shall only maintain anong

t hensel ves restrictions of the free flow of equi pnent,
materials, and scientific and technol ogi ca
information in the biological field that are
consistent wwth the BTWC and subject to the rel evant
provi sions of this Protocol.]

18. [The States Parties to this Protocol shall continuously
review, in the light of the inplenentation of the
obj ectives of the BTWC and the provisions of this
Protocol, the nmeasures that they take to prevent the
spread of bacteriol ogical (biological) agents and
toxi ns, and equi pnent for purposes contrary to the
Convention, with the aimof renoving any restrictions
i nconpati ble with the obligations undertaken under the
Convention. ]

19. [The States Parties to this Protocol undertake not to
i npose or maintain any discrimnatory neasure,
i nconpati ble with the obligations undertaken under the
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Convention, which would restrict or inpede trade and the
devel opnent and pronotion of scientific and
technol ogi cal know edge, in particular in the fields of
bi ol ogi cal research, including mcrobiological,

bi ot echnol ogy, genetic engi neering, and their

i ndustrial, agricultural, nmedical, pharmaceutical,
public health applications, and other peaceful uses.]

20. [The States Parties to the Protocol shall cooperate to
ensure that, based on equal rights and obligations, and
a nutuality of interests, appropriate neasures designed
to pronote transparency and conpliance with the
obj ectives of the BTWC, al so provide incentives and
benefits for all States Parties.]

21. [The States Parties to this Convention shall

(a) have the right, individually or collectively, to
conduct research with, to devel op, produce, acquire,
retain, transfer and use biol ogi cal agents and
toxins for peaceful purposes;

(b) undertake to facilitate, and have the right to
participate in the fullest possible exchange of
equi pnent, materials and scientific and
technol ogical information for the use of
bact eri ol ogical (biological) agents and toxins for
peacef ul purposes;

(c) not maintain anong thensel ves any restrictions,
i ncluding those in any international agreenents,
whi ch woul d restrict or inpede trade and devel opnent
and pronotion of scientific and technol ogi cal
know edge in the field of biology, genetic
engi neering, mcrobiology and other rel ated areas
for peaceful purposes;
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(d) not use this convention as grounds for applying any
measures other than those provided or permtted,
under this Convention nor use any other
i nternational agreenent for pursuing an objective
i nconsistent wwth this Convention;

(e) undertake to review their existing national trade
regulations in the field of biology, genetic
engi neering, mcrobiology and other rel ated areas
for peaceful purposes in order to render them
consistent wth the object and purpose of this
Conventi on. ]

22. [The States Parties shall report periodically through the
i nstitutional nechanisns, provided for in this Protocol
on specific neasures they have taken in order to conply
with the provisions of Article X. These reports shal
be exam ned by those institutional nechanisnms with the
ai m of maki ng recommendations to States Parties for the
effective inplenmentation of Article X ]

\Y

[ SAFEGUARDS AND LI M TATI ONS

23. The States Parties to the Protocol are encouraged, to the
extent possible and in line with the provisions of the
Convention, to pronote transparency and openness in
their research activities.

24. The States Parties to the Protocol should take all
practi cabl e neasures to prevent that the application of
scientific and technol ogical research in areas
associated wth the Convention may benefit or induce any
kind of qualitative inprovenent in the field of
bi ol ogi cal weapons.

25. I n adopti ng cooperative neasures within the context of



BWC/ AD HOC GROUP/ 34
Annex |
page 90

Article X, the States Parties to the Protocol should

duly take into account national security concerns and
intellectual property rights (IPRs) as well as their

commercial inplications.

26. The States Parties to the Protocol, aware of the vast
know edge arising fromnew di scoveries, inter alia, in
m crobi ol ogy, genetic engineering and bi ot echnol ogy,
shoul d take all practicable safety precautions,
i ncl udi ng the bioethical dinension in those precautions,
to protect popul ations and the environnent in relation
to activities not prohibited by the Conventi on.

27. The States Parties to this Protocol shall conmply with
safety and i nmuni zati on neasures, and with | egislative
and adm ni strative neasures established by other States
for the security and physical protection of research
centres, laboratories and facilities intended to be used
for scientific and techni cal exchanges.]
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ANNEX [

POSSI BLE STRUCTURAL ELEMENTS OF A LEGALLY BI NDI NG | NSTRUMENT
TO THE BI OLOG CAL VWEAPONS CONVENTI ON
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ANNEX || .
This paper is without prejudice to the positions of del egations on the
i ssues under consideration in the Ad Hoc Group and does not inply agreenent
on the scope or content of the paper.

PCSSI BLE STRUCTURAL ELEMENTS OF A PROTOCOL TO THE BWC

PROTOCOL ANNEXES ON | MPLEMENTATI ON
Preanbl e
Basi ¢ ol i gations
Conpl i ance Measures
- [Definitions]
- [Lists and Criteria (Agents
and Toxi ns)]

- [ Equi prent ]

- [ Threshol ds]

- Decl arations Decl ar ati ons
- [Mlitary] [Biological] - [Definitions]
Def ence Programres [ Agai nst - [Lists and Criteria (Agents
BW] and Toxi ns)]
- [Mlitary] [Biological - [ Equi prent ]
Def ence] Facilities [Taking - [ Threshol ds]
Part in Defence Programres - Programmes and Facilities
Agai nst BW] - Declaration Formats (A, B, C
- Past Biol ogical and Toxin D ...)

O f ensi ve and Def ensi ve
Pr ogr anmes
- [Certain] Vaccine Production
Facilities
- [Hi gh Contai nnent
Facilities]
- [Facilities Wrking with
Li sted Agents/ Toxi ns]
- [@her Production
Facilities]
- [Gher Relevant Facilities]
- [Transfers]
- [Appearance of Qutbreaks of
Di sease or Epi deni cs]
ANNEXES ON | MPLEMENTATI ON

PROTCCOL

- Consultation, Carification
and Cooperation

- [Cther Visits [ her Visits and Procedures
- [ Non-Chal | enge Visits] - [Non-Chal | enge Visits]
- [Carification Procedures / - [Carification Procedures /

Visits]] Visits]]



- [Measures to Strengthen the
I mpl enentation of Article I11]
- Investigations
- [Facility Investigations]
- [Field Investigations]
- [Investigations of Alleged
Use of Biological Wapons]
- [Investigations of O her
Al l eged Breach of Obligations
Under the Provisions of the
Conventi on]
- [Investigations where there
Is a Concern that a Transfer
Has Taken Place in Violation
of Article I11.]

Confidentiality Provisions
Measures to Redress a Situation
and to Ensure Conpliance
Assi st ance
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[ Measures to Strengthen the
| mpl enentation of Article I11]
| nvesti gati ons
- Types of Investigations
- Consultation, Carification
and Cooperation
- Initiation
- Information to Be Submitted
with Request for an

Investigation to Address a Non-

Conpl i ance Concern

- Screening (To Guard Agai nst

Abusi ve Request s)

- Pre-Investigation Procedures

[Activities]

- Measures to Guard Agai nst

Abuse During Investigations

- Access / Conduct of

I nvestigations

- Inmpl ementation by the

I nvestigati on Team of Specific

On-Site Activities

- Post-1nvestigation

[ Procedures], [Activities]
Confidentiality Provisions
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PROTOCCL ANNEXES ON | MPLEMENTATI ON
Scientific and Technol ogi cal Scientific and Technol ogi cal
Exchange for Peaceful Purposes and Exchange for Peaceful Purposes and
Techni cal Cooperation Techni cal Cooperation

- [Pronotion of Scientific and
Technol ogi cal Exchanges]
- [ Cooperative Measures]
- [Institutional Mechanisns and
I nternational Cooperation]
- [Measures to Avoid Hampering
the Econom ¢ and Technol ogi cal
Devel opnent of States Parties]
- [Saf eguards and Limtations]
Confidence-Building Activities Confidence-Building Activities
[ Organi zation / | nplenmentational
Arrangenent s
- Conference of States Parties,
Executive Council, Techni cal
Secretariat (incl. International
Epi deni ol ogi cal Mnitoring
Net wor k, Scientific Advisory
Board), Privileges and
I munities
- UN Security Council
Nati onal | npl enmentati on Measures
Rel ati onship of the Protocol to
the BWC and Ot her |nternational
Agreenent s
Settl ement of Disputes
Revi ew of the Protocol
Amendnent s
Duration and Wt hdrawal
Status of the Annexes

Si gnature

Ratification

Accessi on

Entry into Force

PROTOCOL ANNEXES ON | MPLEMENTATI ON

Reservati ons
Depository/ies
Aut hentic Texts
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ANNEX [ 1]

| NDI CATI VE PROGRAMVE OF WORK FOR THE SEVENTH SESSI ON

(14 July - 1 August 1997)
First Week: 14-18 July 1997
14 JULY 15 JULY 16 JULY 17 JULY 18 JULY
AM AHG AHG CM DEF CM
PM AHG AHG CM DEF c™M
ART. X ART. X *
Second Week: 21-25 July 1997
21 JULY 22 JULY 23 JULY 24 JULY 25 JULY
AM CM DEF/ CM CM ART. X CM
PM CM DEF DEF CM ART. X LEGAL
Third Week: 28 July-1 August 1997
28 JULY 29 JULY 30 JULY 31 JULY | 1 AUGUST
AM AHG ART. X | NF | NF AHG
CONS CONS
PM AHG ART. X LEGAL AHG AHG
ART. X
CM - Measures to Pronote Conpliance (FOC format)
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DEF - Definitions of Terns and
bjective Criteria (FOC format)
LEG - Legal Issues (Chai rman's consul tati ons)
ART. X - Measures related to Article X (FOC format)
AHG - Ad Hoc Group Meetings
INF CONS - Informal Consultations

* Article X wll be discussed instead of CMat this tinme if
it has not already been di scussed on 15 July.
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ANNEX |V

LI ST OF DOCUMENTS SUBM TTED AT THE SI XTH SESSI ON

Document Synbol

BWC/ AD HOC GROUP/ WP.

and Adds.1 to 4

BWC/ AD HOC GROUP/ WP.

BWC/ AD HOC GROUP/ WP.

BWC/ AD HOC GROUP/ WP.

BWC/ AD HOC GROUP/ WP.

BWC/ AD HOC GROUP/ WP.

BWC/ AD HOC GROUP/ WP.

114

115

116

117

118

119

120

Title

Wor ki ng paper submtted

by the United Kingdom (a Friend
of the Chair on Conpliance
Measures) - Declarations

Wor ki ng paper submitted by the
Uni ted Kingdom (a Friend of the
Chair on Conpliance Measures) -
(E) Measures to deal with abuse
after an investigation has taken
pl ace

Wor ki ng paper submtted by the
Uni ted Kingdom (a Friend of the
Chair on Conpliance Measures) -
| nvestigations to address a non-
conpliance concern (F)

Wor ki ng paper submtted by the
Uni ted Kingdom (a Friend of the
Chair on Conpliance Measures) -
| nvestigations to address a non-
conpl i ance concern (1)

Wor ki ng paper submtted by the
Uni ted Kingdom (a Friend of the
Chair on Conpliance Measures) -
Q her visits/ Measures

Wor ki ng paper by South Africa -
Information to be included in a
decl arati on

Wor ki ng paper by South Africa -
Decl arations as part of a future
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pr ot ocol

BWC/ AD HOC GROUP/ WP. 121 Wor ki ng paper by South Africa -
Process for screening a request
for an investigation of a non-
conpl i ance concern



BWC/ AD HOC

BWC/ AD HOCC

BWC/ AD HOC

and Corr.1

BWC/ AD HOC

BWC/ AD HOC

BWC/ AD HOC

BWC/ AD HOC

BWC/ AD HOC

BWC/ AD HOC

GROUP/ WP.

GROUP/ WP.

GROUP/ WP.

GROUP/ WP.

GROUP/ WP.

GROUP/ WP.

GROUP/ WP.

GROUP/ WP.

GROUP/ WP.

122

123

124

125

126

127

128

129

130
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Wor ki ng paper by South Africa -
I nformation that could be
submtted with a request for a
field investigation

Wor ki ng paper by South Africa -
Specific activities to be

i npl enented during field

i nvestigations

Wor ki ng paper by Sout h
Africa - Plant pathogens
i nportant for the BWC

Wor ki ng paper submtted by the
Russi an Federation -
| nvesti gati ons

Wor ki ng paper by India -

GQui del i nes to ensure Conpliance
with Cbligations under Article
1l of the Convention on the
Prohi bition of the Devel opnent,
Production and Stockpiling of
Bact eri ol ogi cal (Biological) and
Toxi n Weapons and on Their
Destruction (BTWO)

Wor ki ng paper submtted by the
Russi an Federation - Information
for inclusion in the mandatory
decl arati ons

Wor ki ng paper by Switzerl and -
Decl arati on of production
m cr obi ol ogy

Canadi an wor ki ng paper -
Threshol d quantities

Wor ki ng paper by the United
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Ki ngdom - The decl arati on of

vacci ne production facilities
BWC/ AD HOC GROUP/ Wp. 131 Wor ki ng paper by India -

Measures to strengthen

i npl ementation of Article X of

t he BTWC



BWC/ AD

BWC/ AD

BWC/ AD

BWC/ AD

BWC/ AD
Rev. 1

BWC/ AD

BWC/ AD
Rev. 1

BWC/ AD
Rev. 1

GROUP/ WP.

GROUP/ WP.

GROUP/ WP.

GROUP/ WP.

GROUP/ WP.

GROUP/ WP.

GROUP/ WP.

GROUP/ WP.

132

133

134

135

136

137

138

139
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Wor ki ng paper submitted by the
Eur opean Union - El enents
concerning non challenge visits

Wor ki ng paper by South Africa -
Protocol on the verification of
t he convention on the

prohi bition, of the devel opnent,
production and stockpiling of
bact eri ol ogi cal (biological) and
t oxi n weapons and on their
destruction

Wor ki ng paper submtted by
France - Proposal concerning the
est abl i shnment of an

i nternational epidem ol ogi cal
noni tori ng network

Wor ki ng paper submtted by China
- Specific measures to
strengthen i npl enent ati on of
Article X of the BTWC

Wor ki ng paper submitted by

the Friend of the Chair on
Conmpl i ance Measures -

| nvestigations to address a non-
conpl i ance concern

Wor ki ng paper by Sweden - Li st
of key equi pnent as part of a
facility declaration

Wor ki ng paper submitted by
the Friend of the Chair on
Conmpl i ance Measures - |11.
QO her visits/ measures

Wor ki ng paper submtted by
the Friend of the Chair on
Conpl i ance Measures - Conbi ned
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revision of BWJ AD HOC
GROUP/ WP. 114 and Adds.1 to 4 -
Decl arati ons
BWC/ AD HOC GROUP/ WP. 140 Wor ki ng paper submtted by
and Add.1 Japan - Proposed | anguage on

liability
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141

Rev.1 and Corr.1, Rev.2

BWC/ AD HOC GROUP/ WP.

BWC/ AD HOC GROUP/ WP.

Rev. 1

BWC/ AD HOC GROUP/ WP.

Rev.1 and Corr.1

BWC/ AD HOC GROUP/ WP.

BWC/ AD HOC GROUP/ WP.

BWC/ AD HOC GROUP/ WP.

BWC/ AD HOC GROUP/ WP.

BWC/ AD HOC GROUP/ WP.

142

143

144

145

146

147

148

149
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Wor ki ng paper submtted by
the Friend of the Chair on
Definitions

Wor ki ng paper by Austria and
New Zeal and

Wor ki ng paper submtted by
the Friend of the Chair on
Definitions and Objective
Criteria - Human pat hogens

Wor ki ng paper submtted by
the Friend of the Chair on
Definitions and Objective
Criteria - List of equipnent

Wor ki ng paper by the Friend of
the Chair on Definitions and
bj ective Criteria - Threshold
gquantities

Wor ki ng paper by ltaly -
Nat i onal survey in the
m cr obi ol ogi cal activities

Wor ki ng paper submtted by the
Friend of the Chair on
Conpl i ance Measures -

| V. Measures to strengthen the
i npl ementation of Article |11

Wor ki ng paper submtted by the
I slam ¢ Republic of Iran -
Transfer guidelines

Wor ki ng paper submtted by the
I sl am ¢ Republic of Iran -
Article X - Econom c and

t echnol ogi cal devel opnent



BWC/ AD HOC GROUP/ 34

Annex |V
page 104
BWC/ AD HOC GROUP/ WP. 150 Wor ki ng paper submtted by
Rev. 1 the Friend of the Chair on

Article X
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Rev. 1
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Draft procedural report of the
Ad Hoc Group of the States
Parties to the Convention on the
Prohi bition of the Devel opnent,
Production and Stockpiling of
Bacteri ol ogi cal (Biological) and
Toxi n Weapons and on Their
Destruction

Not e by the secretari at
Estimated costs of the sixth,
seventh and ei ghth sessions of
the Ad Hoc Group of the States
Parties to the BWC, including
the inplenentation of draft
resolution A/C. 1/51/L.2

Procedural report of the Ad Hoc
G oup of the States Parties to

t he Convention on the

Prohi bition of the Devel opnent,
Production and Stockpiling of
Bact eri ol ogi cal (Biological) and
Toxi n Weapons and on Their
Destruction

Li st of participants




