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DECLARATI ONS

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

Organi zation not later than 60 days after the verification
protocol enters into force, or at the tine of ratification of
the verification protocol by that State Party, if that happens
after entering into force. Follow ng the subnm ssion of an
initial declaration, each State Party should submt an annual
declaration not later than 90 days after the end of the

previ ous cal endar year on the activities of that year.]

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

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

' Either termis understood to nean

[research, developnment, production, testing and eval uation]
programmes designed to detect and assess the inpact of any use
of mcrobial or other biological agents or toxins for hostile



purposes or in arned conflict, and[/or] to prevent, reduce and
neutralize the inpact of biological and toxin weapons on humans,
animal s or plants.



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

B. [MIlitary] [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 ownership] [in any place under the jurisdiction
or control of the State Party] taking part in [national]

[ bi ol ogi cal ] defence programres [agai nst biol ogi cal weapons]

[ and conducting work on micro_organisns or toxins as well as
material emulating their properties].

[4. Each facility shall submt a detailed 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 informati on under the Confidence

Bui | di ng Measures] past offensive and/ or defensive biol ogical
research and devel opnent progranmes [at any tinme since ...].

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

Either termis understood to nean
facilities which work in [one or nore of the follow ng areas
of] a [biological] defence programme [agai nst bi ol ogi cal
weapons] [as one of its principal and/or permanent roles:

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



D. Vacci ne Producti on

7. Each State Party shall declare annually all facilities
[regardl ess of ownership] on its territory or in any other

pl ace under its jurisdiction or control which produce vaccines
[and/or antitoxins] [licensed by the State Party] for the
protection of humans [and ani mal s] [and pl ant inocul ant s]
[against |isted agents/toxins] [wth a certain production
capacity and contai nment |evel].

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

E. [High Containnment Facilities

[9. Each State Party shall declare annually all facilities on
its territory or in any other place under its jurisdiction or

It is understood that in the context of declarations this
t er m neans

preparations, including live-attenuated, killed or otherw se
nodi fied organi snms or their conmponents, and nucleic acids,

whi ch when introduced by any of multiple routes into an
organi sminduces in it an active [imune] [protective]
response, for both prophylactic or therapeutic use [excepting
vacci nes based on reconbi nants in non-pathogeni c host

organi snms or based on naked DNA].

Further consideration is required on the declaration
triggers in sections Eto I, as well as elenents thereof in
conbi nati on. The options summari zed in pages 7-8 of BWCJ AD
HOC CGROUP/ 32 remain valid.
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control which has any maxi mum cont ai nnent | aboratories neeting
those criteria for such maxi num cont ai nnent | aboratories as
specified in the 1993 WHO Laboratory Bi osafety Manual such as
t hose designated as biosafety level 4 (BL4) or P4 or
equi val ent standards. ]

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

|l evel 3 (BL3) or P3 or equival ent standards but excl uding
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

12. Each State Party shall declare annually all facilities on
its territory or in any other place under its jurisdiction or
control which [work with |isted agents and toxins] [work with
i sted agents/toxins and have a m crobi ol ogi cal production
capability on site] [work with |isted agents/toxins and
possess a m crobiol ogical 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 [OQher production facilities

Wrk with |isted agents and toxins is understood to nean

any mani pul ations with |isted biol ogi cal weapons and toxins
and coul d include [aerobiological studies, genetic

nodi fication,] [culture collections,] (but not [medical or]
di agnostic facilities).]

Furt her consideration is required of whether facilities
producing listed agents should be triggered as "work with
listed agents” or as production facilities.
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14. Each State Party shall declare annually [other production
facilities] onits territory or in any other place under its
jurisdiction or control [not necessarily working with listed
agents, which have an aggregate [self-sterilizing] fernenter
production capacity above a specified | evel and which contain
areas protected with: negative pressure, physical separation
frompublic areas, filtration of exhaust air by HEPA
filtration, access control, Cass Ill biological safety
cabinets and airtight seals, and aggregated self_sterilizing
fermenters with operational closed systens].

[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 D.]]

H [Oher Relevant Facilities

It is understood that in the instance of production "cl osed
systens" neans

those protected by "prinmary containnent” features, where
organi snms are handled in a system which physically separates
the process fromthe environnent with seals so as to prevent
rel ease of organisns fromthe system exhaust gases fromthe
systemso as to prevent release, and effluent treated before
final discharge. Sanple collection, addition of material to
the system and transfer of viable organisns to another closed
system perforned so as to prevent release. This system could
be located within a controll ed area.



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 chambers of a certain size for work with
m cro_organi snms or toxins] [sites not necessarily working on

| i sted agent which possess equi pnent for aerosol dissem nation
in the open air]

[genetic nodification not necessarily on listed agents [to
enhance pat hogenicity and virulence] with BL4 or BL3
contai nment on site.]

[17. Each facility shall submt 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 neans of delivery.

19. Each State Party declaring such transfers shall submt
information according to the format in Annex ...]

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.

| bi d.

The format devel oped by the FOC on CBMs for Data on
Transfers and Transfer Requests nay need to be appropriately
nodified to take into account the provisions of any guidelines
for strengthening inplenmentation of Article II1l. Further
consideration of the need for such guidelines is required.



ANNEX A

[Information to be provided in declarations of [biological]
def ence programes [agai nst bi ol ogi cal weapons]

1. State the objectives and funding of the progranmme and
summari ze the principal research and devel opnent [give a
general description of the objectives and main el enments of]
activities conducted in the programme. Areas to be addressed
shal | include: prophylaxis, studies on pathogenicity and
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virul ence, diagnostic techni ques, aerobiology, detection,
treatnent, toxinology, physical protection, decontam nation
and ot her rel ated research.

2. State

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

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

- details in the follow ng categories:
- mlitary: scientists, technicians, engineers,
nedi cal , weapons experts, support and

adm ni strati ve.

- civilian: scientists, technicians, engineers,
nmedi cal , support and adm nistrative.

- the discipline of the scientific and engi neering
staff.

- all agents they keep and work with.

- production of and stockpiling of agents in the
programe i ncl udi ng anounts of each agent.

- all agents on which genetic nodification is being
done. ]

3. Are aspects of this programe conducted under contract with
i ndustry, academ c institutions, or in other non-defence
facilities?

Yes/ No
4. |f yes, what proportion of the total funds for the
programme i s expended in these contracted or other facilities?
5. Summari ze the objectives and research areas of the
programme perforned by contractors and in other facilities

with the funds identified under paragraph 4.

6. Provide a diagram of the organizational structure of the
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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].]



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. What is the nanme of the facility?

2. Where is it located (include both address and geographi ca
| ocation)?

3. [Nunber of roons and] floor area of |aboratory areas by
cont ai nment | evel:

BL2 (saM [___ roons]
BL3 (saM [___ roons]
BL4 (saM [___ roons]

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.



(i) Total nunber of personnel

(ii) D vision of personnel:

Mlitary

Cvilian

(i) Di vi sion of personnel by category:

Scientists

Engi neers

Techni ci ans

Adm ni strative and support staff

(iv) List the scientific disciplines represented in the
scientific/engineering staff.

(v) Are contractor staff working in the facility?
| f so, provide an approxi mate nunber.

(vi) Wat 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?

(vii) What are the funding |levels for the foll ow ng
programe areas:

Resear ch




Devel opnent

Test and eval uati on

(viii)Briefly describe the publication policy of the
facility:

(ix) Provide a list of publicly-avail abl e papers and
reports resulting fromthe work during the
previous 12 nonths. (To include authors,
titles and full references.)

5. Briefly describe the [biological defence work] [the work
carried out at the facility as part of the [biological]

def ence progranmme [agai nst biol ogi cal weapons]] including
type(s) of mcro-organisnms and/or toxins studied, as well as
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 declarations 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 foll ow ng information:

- Nane
- Location

- Owmnership (government departnment or conpany)

I ncl udi ng viruses and prions

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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Li st of biological agents and toxins on which work is
bei ng carried out

Mai n 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 exi stence of premises with a BL-4 | evel of biosafety

The presence of types of key equipnent. ]



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 offensive 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 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 defensive biological research and devel opnent
progr amres:

- YES - NO
- Period(s) of activities

- Summary of the research and devel opnent activities
i ndi cati ng whether 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
related research, with location if possible.



ANNEX D

I nformation to be provided in declarations of other facilities

1. Ceneral Information

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 pat hogens

3. Equi pnent

| 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)

Nunber of roons, |aboratories at BL3/BL4 or equivalent, or
hi ghest | evel of contai nnent
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Aggregate fernenter capacity on site (the facility to declare
whi ch of various ranges is nost accurate)

Total nunber of staff enployed, including those contracted for
nore than six nonths.

[ For vacci ne production facilities:
- list of vaccines produced including average quantities
produced the 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:
- nane

- |l ocation

- types of vacci nes being 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]

[For facilities (except for diagnostic facilities) at which
work is carried out on biological agents and toxins included
inthe |ist:

- nane

- |l ocation

- ownershi p (government departnment or conpany)
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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 ati on; aerobi ol ogy; toxinology; disinfection and
other activities related to the purposes of the
Conventi on

t he existence of premses with a BL4 | evel of biosafety

the presence of types of key equi pnent]



