SIXIEME CONFERENCE DES ETATS PARTIES CHARGEE BWC/CONF.VI/WP.37

DE L'EXAMEN DE LA CONVENTION SUR L'INTERDICTION 8 décembre 2006
DE LA MISE AU POINT, DE LA FABRICATION ET
DU STOCKAGE DES ARMES BACTERIOLOGIQUES FRANCAIS

(BIOLOGIQUES) OU A TOXINES ET SUR LEUR DESTRUCTION Original: ANGLAIS

Genéve, 20 novembre-8 décembre 2006
Point 10 de I’ordre du jour

Examen du fonctionnement de la Convention
conformément a son article XII

MODIFICATIONS QU’IL EST PROPOSE D’APPORTER A LA
PRESENTATION DES FORMULES DE DECLARATION
RELATIVES AUX MESURES DE CONFIANCE

Document présenté par la Suisse
I. But du présent document de travail

1.  Les mesures de confiance ont été lancées a la deuxieéme Conférence d’examen de la
Convention, en 1986. Elles ont été étendues et les formules de déclaration ont été revues a la
troisiéme Conférence d’examen, en 1991. Aprés cette date, aucune nouvelle modification n’a été
apportée au contenu ou a la présentation des formules de déclaration. A la sixiéme Conférence
d’examen, les Etats parties a la Convention se sont penchés en séance sur les mesures de
confiance et ont été nombreux a convenir que la question méritait d’étre examinée plus avant et
plus complétement. Toujours a la sixieme Conférence d’examen, la Suisse a pris note que les
formules actuelles posaient probléme a certains Etats parties, raison pour laquelle elle met
spécifiquement I’accent, dans le présent document de travail, sur la modification de leur
présentation.

2. La Suisse est d’avis que des formules de déclaration plus conviviales inciteraient les Etats
parties a étre plus nombreux a soumettre régulierement les informations requises, tout en
améliorant la qualité, I’exactitude et I’exhaustivité des données d’information communiquées.
En outre, elle estime que les formules de déclaration proposées aideront a réduire autant que
faire se peut les ambiguités.

3. Afin de fournir aux Etats parties une base d’examen pour les années précédant la septiéme
Conférence d’examen, la Suisse présente ici un ensemble complet de formules de déclaration.
La présentation des formules proposées a été révisée eu égard, également, aux suggestions
avancées par d’autres Etats parties a la sixiéme Conférence d’examen. Un certain nombre de
modifications mineures ont €té apportées au libell¢, mais le fond, tel qu’il a été convenu a la
troisiéme Conférence d’examen, reste inchanggé.
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II. Formules de déclaration proposées pour les mesures de confiance

4.  Les formules de déclaration proposées aux Etats parties pour examen font I’objet des
annexes jointes (en anglais seulement).

Annexe | Formule zéro (formule de déclaration intitulée «Rien a déclarer» ou «Rien
de nouveau a déclarer»)

Annexe II Formules 1 a 9 (couvrant les mesures de confiance A a G)

Annexe I[II  Guide de I'utilisateur (ou I’on trouve des explications, ainsi que les
modalités et les définitions de base, telles que convenues a la troisiéme
Conférence d’examen).

III. Voie a suivre

5. La Suisse encourage les Etats parties a examiner les formules proposées et les invite
instamment a procéder a un échange de vues utile sur les formules améliorées, puis a les adopter
rapidement.

6.  La Suisse se tient a la disposition des Etats parties qui auraient des observations a faire en
vue d’améliorer encore les formules de déclaration et les invite a lui faire part de leurs vues au
cours de la période précédant la septieme Conférence d’examen.
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Annex [

[English only]

CONVENTION ON THE PROHIBITION OF
THE DEVELOPMENT, PRODUCTION AND
STOCKPILING OF BACTERIOLOGICAL
(BIOLOGICAL) AND TOXIN WEAPONS
AND ON THEIR DESTRUCTION

CONFIDENCE-BUILDING MEASURES
SUBMISSION FORMS

State Party to the Convention:

Date:
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Form 0 Confidence Building Measures
Nothing to declare or Nothing new to declare
0. A declaration on Nothing to declare or Nothing new to declare

This Form 0, in accordance with the agreement by States Party to the Convention at the
Third Review Conference, contains all declarations on Nothing to declare or Nothing new to
declare for the subsequent paragraphs 1 to 9.

In addition it guides through the declaration process and indicates what question needs to be
addressed next.

Confidence-Building Measure A: Research centres, laboratories and national biological
defence programmes:

1. - Part 1: Research centres and laboratories;
2. - Part 2: National biological defence research and development programmes.

Confidence-building measure B: Outbreaks of infectious diseases and similar occurrences caused
by toxins:

3. - Part 1: Background information on outbreaks of reportable infectious diseases;

4. - Part 2: Outbreaks of infectious diseases and similar occurrences that seem to
deviate from the normal pattern.

5. Confidence-building measure C: Encouragement of publication of results and promotion of
use of knowledge.

6.  Confidence-building measure D: Active promotion of contacts.
7.  Confidence-building measure E: Legislation, regulations and other measures.

8.  Confidence-building measure F: Past activities in offensive and/or defensive biological
research and development programmes.

9.  Confidence-building measure G: Vaccine production facilities.
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Form 0  Confidence Building Measures

Nothing to declare or Nothing new to declare

CONFIDENCE-BUILDING MEASURE A

PART 1: RESEARCH CENTRES AND LABORATORIES

Q1. Does your State Party have [ NOs it has nothing at all to Go to CBM A. Part 2, Question 3
anything new to declare in declare on this form
relation to research centres [ NOs information has already Go to Question 2
and laboratories? been declared and has not changed
[ YES; for the first time Go to Form 1

U YES; previously declared and Go to Form 1
needs to update or modify details

Q2. In which year did your State Party provide this information?

11987 L] 1988 11989 L1 1990 L11991 111992
11993 L] 1994 11995 L] 1996 L1 1997 11998
11999 L] 2000 12001 12002 12003 12004
12005 L] 2006 12007 12008 12009 12010
L12011 (Go to CBM A Part 2, Question 3)

PART 2: NATIONAL BIOLOGICAL DEFENCE RESEARCH AND DEVELOPMENT PROGRAMMES

Q3. Does your State Party have [ NOs it has nothing at all to Go to CBM B Part 1, Question 5
anything new to declare in declare on this form
relation to national biological
defence programmes?

[ NOs information has already Go to Question 4
been declared and has not changed

U YES; previously declared and Go to Form 2
needs to update or modify details

U YES; for the first time Go to Form 2
Q4. In which year did your State Party provide this information?
11987 L] 1988 11989 11990 L1 1991 11992
11993 L1 1994 11995 L1 1996 L1997 11998
11999 12000 12001 12002 12003 12004
12005 12006 12007 12008 12009 12010

L12011 (Go to CBM B Part 1, Question 5)
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Form 0 Confidence Building Measures
Nothing to declare or Nothing new to declare
CONFIDENCE-BUILDING MEASURE B
PART 1: BACKGROUND INFORMATION ON OUTBREAKS OF
REPORTABLE INFECTIOUS DISEASES
Q5. Does your State Party have [ NOs it has nothing at all to Go to CBM B Part 2, Question 7

anything new to declare in
relation background
information on outbreaks of
reportable infectious

declare on this form

[ NOjs information has already
been declared and has not changed

Go to Question 6

diseases? U YES; previously declared and Go to Form 3
needs to update or modify details
U YES; for the first time Go to Form 3
Q6. In which year did your State Party provide this information?
11987 11988 11989 11990 11991 11992
11993 11994 11995 11996 111997 11998
11999 12000 ] 2001 12002 12003 ] 2004
] 2005 12006 ] 2007 12008 12009 ] 2010
L12011 (Go to CBM B Part 2, Question 7)
PART 2: OUTBREAKS OF INFECTIOUS DISEASES AND SIMILAR OCCURRENCES
THAT SEEM TO DEVIATE FROM THE NORMAL PATTERN
Q7. Does your State Party have [ NOs it has nothing at all to Go to CBM C, Question 9
anything new to declare in declare on this form
lation to outbreaks of -
reaton to ou breaks o [ NOs information has already Go to Question 8
infectious diseases and been declared and h ’ J
similar occurrences that seem een declared and has not change
to deviate from the normal "1 YES; previously declared and Go to Form 4
pattern? needs to update or modify details
U YES; for the first time Go to Form 4
Q8. In which year did your State Party provide this information?
11987 11988 11989 11990 L1991 11992
11993 11994 11995 11996 111997 11998
11999 12000 12001 12002 12003 12004
] 2005 12006 ] 2007 12008 12009 ] 2010
L12011 (Go to CBM C, Question 9)
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Form 0 Confidence Building Measures
Nothing to declare or Nothing new to declare

CONFIDENCE-BUILDING MEASURE C

ENCOURAGEMENT OF PUBLICATION OF RESULTS AND PROMOTION OF USE OF KNOWLEDGE

Q9. Does your State Party have [ NOs it has nothing at all to Go to CBM D, Question 11
anything new to declare in declare on this form
relation to the
encouragements of
publication of results and

[ NOs information has already Go to Question 10
been declared and has not changed

promotion of use of U1 YES; previously declared and Go to Form 5
knowledge? needs to update or modify details
U YES; for the first time Go to Form 5

Q10. In which year did your State Party provide this information?
11987 11988 11989 11990 111991 11992
11993 11994 11995 11996 111997 11998
11999 12000 12001 12002 12003 12004
12005 12006 12007 12008 12009 12010
L12011 (Go to CBM D, Question 11)

CONFIDENCE-BUILDING MEASURE D

ACTIVE PROMOTION OF CONTACTS

Q11. Does your State Party have [ NOs it has nothing at all to Go to CBM D, Question 13
anything new to declare in declare on this form
lation t ti ti -
f)ef 2012?8;53(: tve promotion [ NOs information has already Go to Question 12

been declared and has not changed

U YES; previously declared and Go to Form 6
needs to update or modify details

U1 YES; for the first time Go to Form 6
Q12. In which year did your State Party provide this information?
11987 L] 1988 11989 L11990 L1 1991 11992
11993 [11994 11995 L11996 L1997 11998
11999 12000 12001 12002 12003 12004
12005 12006 12007 L1 2008 12009 12010

L] 2011 (Go to CBM E, Question 13)
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Form 0 Confidence Building Measures
Nothing to declare or Nothing new to declare
CONFIDENCE-BUILDING MEASURE E
LEGISLATION, REGULATIONS AND OTHER MEASURES
Q13. Does your State Party have [ NOs it has nothing at all to Go to CBM F, Question 15
anything new to declare in declare on this form
lation to legislati -
relation to fegisiation, [ NOs information has already Go to Question 14
regulations and other
o been declared and has not changed
measures?
U YES; previously declared and Go to Form 7
needs to update or modify details
U1 YES; for the first time Go to Form 7
Q14. In which year did your State Party provide this information?
11987 11988 11989 11990 L1 1991 11992
11993 11994 11995 11996 111997 11998
11999 12000 ] 2001 12002 12003 ] 2004
] 2005 12006 12007 12008 12009 ] 2010
L] 2011 (Go to CBM F, Question 15)
CONFIDENCE-BUILDING MEASURE F
PAST ACTIVITIES IN OFFENSIVE AND/OR DEFENSIVE
BIOLOGICAL RESEARCH AND DEVELOPMENT PROGRAMMES
Q15. Does your State Party have [ NOs it has nothing at all to Go to CBM F, Question 17
anything new to declare in declare on this form
Iation ¢ AR .
re‘ation fo past activities in [ NOs information has already Go to Question 16
offensive and defensive
. . been declared and has not changed
biological research and
development programmes? U YES; previously declared and Go to Form 8
needs to update or modify details
U1 YES; for the first time Go to Form 8
Q16. In which year did your State Party provide this information?
11987 11988 11989 11990 L1 1991 11992
11993 11994 11995 11996 111997 11998
11999 12000 ] 2001 12002 12003 ] 2004
12005 12006 12007 12008 12009 12010
L] 2011 (Go to CBM G, Question 17)
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Form 0 Confidence Building Measures

Nothing to declare or Nothing new to declare

CONFIDENCE-BUILDING MEASURE G

VACCINE PRODUCTION FACILITIES

Q17. Does your State Party have [ NOs it has nothing at all to Go to Question 19
anything new to declare in declare on this form
relation to vaccine production — -
I v produ [ NOs information has already Go to Question 18
facilities

been declared and has not changed

U YES; previously declared and Go to Form 9
needs to update or modify details

U1 YES; for the first time Go to Form 9
Q18. In which year did your State Party provide this information?
11987 L] 1988 11989 L11990 L1 1991 11992
11993 [11994 11995 L11996 L1997 11998
L] 1999 [12000 L] 2001 [12002 [12003 ] 2004
12005 12006 12007 12008 12009 12010
L] 2011 (Go to Question 19)

Submission of CONFIDENCE-BUILDING MEASURE

Q19. Submit this Form 0 (filled in) and Forms 1 to 9, as applicable and in accordance with your national
procedures, annually by 15 APRIL each year to

BWC Implementation Support Unit

Department for Disarmament Affairs
United Nations Office at Geneva
Palais des Nations

CH-1211 Geneva 10

Switzerland

Fax: +41 22 917 0483
E-mail: bwc@unog.ch
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Annex [l
[English only]

Form 1 Research centres and laboratories

CONFIDENCE-BUILDING MEASURE A
PART 1: RESEARCH CENTRES AND LABORATORIES

Complete a copy of Form A-P1-1 for each research centre or laboratory in your State Party which has any maximum
containment laboratories meeting those criteria for such maximum containment laboratories as specified in the 1983
WHO Laboratory Biosafety Manual such as those designated as biosafety level 4 (BL4) or P4 or equivalent
standards. Containment units which are fixed patient treatment modules, integrated with laboratories, should have a
form of their own.

Q 1.1  Name of facility:

Q 1.2 Isthe facility being declared as part of [ |NQ: goto Q1.3
the national biological defence ’
programme in accordance with CBM A [JYES; go to Form 2, Section 3
Part 2:

Q 1.3  Responsible public or private
organization or company:

Q 1.4  Location and postal address:

Q 1.5 Does the Ministry of Defence wholly
or partially finance the reported " YES = Go to Question 1.7
activity?

L INO = Go to Question 1.6

Q 1.6  What other governmental agencies or
private entities wholly or partially
finance the facility?

Q 1.7  Number of maximum containment 1 1 (m°). 2 (m°).
units in the facility (in accordance with 3 () 2 ()
the WHO Laboratory Biosafety 12 — i — )
Manual, 1983/2004, or equivalent) 13 5 (m). |6 (m°).
and Ipdication qf the size of the 4 7 (m). 3 (m).
containment units: 5 5

5 9 (m”). 10 (m”).

6 1m__ ). [12__ ().

7 13 (). | 14 ().
7 7

I Iffmorethan7 | 15— (m). |16 (m).

How many: 17 (m?). | 18 (m°).

19 (m?). | 20 (m°).

Q 1.9 ¥f no max%mum containment un.it, (] BSL 2
indicate highest level of protection
(equivalent to biosafety levels LIBSL3
designated by WHO Laboratory
Biosafety Manual)

Q 1.10 Scope and general description of
activities including type(s) of
microorganisms and/or toxins as
appropriate:

Return to Form 0, CBM A part 2, Question 3
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Form 2 National biological defence research
and development programmes

CONFIDENCE-BUILDING MEASURE A

PART 2: NATIONAL BIOLOGICAL DEFENCE RESEARCH AND DEVELOPMENT PROGRAMMES

Section I — Declaration

Q 2.1  Is there a national programme to
conduct biological defence research [1YES — Go to Section IL, Q 2.2
and development within the territory ’
of the State Party, under its _INO —Go to CBM B (Form 3)
jurisdiction or control anywhere?

Activities of such a programme would include prophylaxis, studies on pathogenicity and virulence,
diagnostic techniques, aerobiology, detection, treatment, toxinology, physical protection,
decontamination and other related research.

Section II - Description

Q 2.2  State the objectives of the programme:

Q 23  Summarize the principal research and development activities conducted in the programme. Areas
to be addressed shall include: prophylaxis, studies on pathogenicity and virulence, diagnostic
techniques, aerobiology, detection, treatment, toxinology, physical protection, decontamination
and other related research.

Q 24  Total funding for the programme and its source:
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Form 2

National biological defence resear(
and development programmes

Q 2.5  Are aspects of this programme
conducted under contract with
industry, academic institutions, or in
other non-defence facilities?

_YES — Go to Question 2.6
L INO —Go to Question 2.8

Q 2.6 Proportion of the total funds of the
programme expended on these
contracted or other facilities?

[11-10%
[121-30%
[ 141 -50%
161 -70%
[ 181 -90%

L1111 -20% B
131 -40% ]
151 -60% )
171 -80% )
191 -100%

Q 2.7 Summarize the objectives and research areas of the programme performed by the contracted or

other facilities:

Q 2.8 Provide a diagram of the organisational structure of the programme and the reporting relationships
(include individual facilities participating in the programme):

Q 29 How many facilities, both
governmental and non-
governmental, have a substantial
proportion of their resources
devoted to the national biological
defence programme?

L
(3

L7
o

L2
P
e
18
110 or more

Go to Section III
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Form 2 National biological defence rese:
and development programmes
Section III - Facilities

Complete a copy of Form 2, Section I1I for each facility which has a substantial proportion of its resources
devoted to the national biological defence programme and are within the territory of the reporting State, or under
its jurisdiction or control anywhere. (Those listed in Q 2.9)

Q 2.10 Name of facility:

Q 2.11 Location and postal address:

2.12  Total laboratory floor area:
m?
2.13 Floor area with containment level m’
BSL 2 or equivalent:
2.14 Floor area with containment level m’
BSL 3 or equivalent:
2.15 Floor area with containment level m’

BSL 4 or equivalent:

2.16 Total number of personnel:

2.17 Number of military personnel:

2.18  Number of civilian personnel:

2.19 Number of scientists:

2.20 Number of engineers

2.21 Number of technicians

2.22  Number of administrative staff:

Ll O O O L L O O O L~ Lo L

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

Q 2.24 Are contractor staff working in the

facility? LIYES — Go to Question 2.25

LINO — Go to Question 2.26
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Form 2 National biological defence resear(
and development programmes

Q 225 Approximate number of contractor

staff:
Q 2.26 Does the Ministry of Defence — .

wholly finance the facility? YES Go to Question 2.28

LINO— Go to Question 2.27

Q 2.27 Other source(s) of financing:
Q 2.28 Funding level for research
Q 2.29 Funding level for development
Q 230 Funding level for testing and

evaluation:
Q 231 Briefly describe the publication policy of the facility:

Continue on additional pages if necessary

Q 232 Provide a list of publicly-available papers and reports resulting from the work during the previous
12 months: (To include authors, titles and full references.)

Continue on additional page if necessary
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Form 2 National biological defence resear(
and development programmes

Q 2.33 Briefly describe the biological defence work carried out at the facility, including type(s) of micro-
organisms (including viruses and prions) and/or toxins studied, as well as outdoor studies of
biological aerosols:

Continue on additional pages if necessary

Return to Form 0, CBM B part 1, Question 5
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Form 3 Background information on outbreaks
of reportable infectious diseases

CONFIDENCE-BUILDING MEASURE B

PART 1: BACKGROUND INFORMATION ON OUTBREAKS OF
REPORTABLE INFECTIOUS DISEASES

Number of cases per year

Disease 10 years 5 years 4 years 3 years 2 years
ago ago ago ago ago

Last
year

Continue on additional pages if necessary

Return to Form 0, CBM B part 2, Question 7
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Outbreaks of infectious diseases and similar occurences that

seem to deviate from the normal pattern

CONFIDENCE-BUILDING MEASURE B

PART 2: OUTBREAKS OF INFECTIOUS DISEASES AND SIMILAR OCCURRENCES

THAT SEEM TO DEVIATE FROM THE NORMAL PATTERN

Complete a copy of Form 4 for each outbreak of infectious disease, or similar occurrence caused by toxins, that
seems to deviate from the normal pattern. This form should be used, to the extent information is known and/or
applicable, for the exchange of initial as well as annual information.

Q 41 Time of cognisance of outbreak:
Q 4.2 Location of outbreak:
Q 43  Approximate area affected:
Q 4.4  Suspected source of disease or
intoxication:
Continue on additional pages if necessary
Q 4.5  Possible causative agent(s):
Q 4.6  Main characteristics of symptoms:
Continue on additional pages if necessary
Q 4.7  Approximate number of primary cases:
Q 4.8  Approximate number of total cases:
Q 4.9  Number of deaths:
Q 4.10 Description of the development of the outbreak:

Continue on additional pages if necessary
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Form 4 Outbreaks of infectious diseases and similar occurences that
seem to deviate from the normal pattern

Q 4.11 Detailed respiratory symptoms:

Continue on additional pages if necessary

Q 4.12 Detailed neurological or behavioural
symptoms:

Continue on additional pages if necessary

Q 4.13 Detailed intestinal symptoms:

Continue on additional pages if necessary

Q 4.14 Detailed dermatological symptoms:

Continue on additional pages if necessary

Q 4.15 Detailed nephrological symptoms:

Continue on additional pages if necessary

Q 4.16 Detailed other symptoms:

Continue on additional pages if necessary

Q 4.17 Deviation from the normal type of agent:

Continue on additional pages if necessary
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Form 4 Outbreaks of infectious diseases and similar occurences that
seem to deviate from the normal pattern

Q 4.18 Deviation from the normal development
of outbreak:

Continue on additional pages if necessary

Q 4.19 Deviation from the normal place of
occurance of outbreak:

Continue on additional pages if necessary

Q 4.20 Deviation from the normal time of
occurance of outbreak:

Continue on additional pages if necessary

Q 4.21 Deviation from the normal symptoms:

Continue on additional pages if necessary

Q 4.22 Deviation from the normal drug
resistance pattern:

Continue on additional pages if necessary

Q 4.23 Deviation from the normal ability to
diagnose the agent:

Continue on additional pages if necessary

Q 4.24 Deviation from the normal presence of
vectors:

Continue on additional pages if necessary

Q 4.25 Other deviations:

Continue on additional pages if necessary
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Form 4 Outbreaks of infectious diseases and similar occurences that
seem to deviate from the normal pattern

Q 4.26 Measures taken:

Continue on additional pages if necessary

Return to Form 0, CBM C, Question 9
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Form § Encouragement of publication of results and
promotion of use of knowledge

CONFIDENCE-BUILDING MEASURE C

Q 5.1  Briefly provide information on the general policy regarding publication of results of biological
research:

Continue on additional pages if necessary

Q 5.2 Briefly provide information on the policy regarding publication of results of biological research
from research centres and laboratories relevant to CBM A.1:

Continue on additional pages if necessary
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Form § Encouragement of publication of results and
promotion of use of knowledge

Q 5.3  Briefly provide information on the policy regarding publication of results of biological research
from national biological defence programme facilities relevant to CBM A.2:

Continue on additional pages if necessary

Q 5.4  Briefly provide information on the policy regarding publication of results of biological research on
outbreaks of diseases covered by CBM B:

Continue on additional pages if necessary

Q 5.5  Briefly provide information on relevant scientific journals and other relevant scientific publications
generally available to States Parties:

Continue on additional pages if necessary

Return to Form 0, CBM D, Question 11
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Form 6 Active promotion of contacts

CONFIDENCE-BUILDING MEASURE D

Section I — Planned international conferences,
symposia, seminars, and other forums for exchange

Complete a copy of Form 6, Section I, for of the events listed above.

Q 6.1 Name of event:

Q 6.2  Arranging organization(s):

Q 63 Date(s):

Q 6.4  Location:

Q 6.5 Main subject(s) of the event:

Q 6.6  Conditions for participation:

Q6.7 Point of contact for further information, registration, etc.:
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Form 6 Active promotion of contacts

Section II — Information regarding other opportunities

Q 6.8  Please provide details of other opportunities for the active promotion of contacts:

Continue on additional pages if necessary

Return to Form 0, CBM E, Question 13
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Form 7 Legislation, regulations and other measures
CONFIDENCE-BUILDING MEASURE E
Q 7.1 Indicate if the State Party has any of the following;

Other Amended
Measures Relating to: Legislation | Regulations since last
Measures
year
The development, production, stockpiling,
acquisition or retention of microbial or other TTYES TYES TYES TYES
biological agents, or toxins, weapons,
equipment and means of delivery specified "INO "INO [INO [INO
in Article I:
, , : LIYES LIYES CIYES "IYES
The export of microorganisms and toxins:
LINO LINO LINO LINO
. , , : LIYES LIYES _IYES _IYES
The import of microorganisms and toxins:
LINO LINO LINO LINO

If any of the above questions is answered with yes
—> go to Question 7.2

Q 72

Provide details of relevant measures:

Title

Date

Summary

Continue on additional pages if necessary

Return to Form 0, CBM F, Question 15
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Form 8 Past activities in offensive and/or defensive
biological research and development programmes

CONFIDENCE-BUILDING MEASURE F

Q 8.1 Date of entry into force of the
Convention for the State Party:

Q 82 Has the State Party had an offensive

biological research and development "'YES — Go to Question 8.3

[INO —Go to Question 8.5

programme?
Q 83 Provide the period(s) of related
activities:
Q 84 Provide a summary of the research and development activities indicating whether work was

conducted on production, test and evaluation, weaponization, stockpiling of biological agents, the
destruction programme of such agents and weapons, and other related research:

Continue on additional pages if necessary

Q 85 Has the State Party had a defensive

biological research and development -YES — Go to Question 8.6

[UNO —Go to CBM G

programme?
Q 8.6 Provide the period(s) of related
activities:
Q 87 Provide a summary of the research and development activities indicating whether work was

conducted in the following areas: prophylaxis, studies on pathogenicity and virulence, diagnostic
techniques, aerobiology, detection, treatment, toxinology, physical protection, decontamination,
and other related research, with location if possible:

Continue on additional pages if necessary

Return to Form 0, CBM G, Question 17
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Form 9 Vaccine production facilities

CONFIDENCE-BUILDING MEASURE G

Complete a copy of Form 6, Section I, for of each vaccine production facility.

Q 91 Name of facility:

Q 9.2 Location and postal address:

Q 9.3  General description of the types of diseases covered:

Continue on additional pages if necessary

Return to Form 0, Submission, Q 19
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Annex II1

CONVENTION ON THE PROHIBITION OF
THE DEVELOPMENT, PRODUCTION AND
STOCKPILING OF BACTERIOLOGICAL
(BIOLOGICAL) AND TOXIN WEAPONS
AND ON THEIR DESTRUCTION

CONFIDENCE-BUILDING MEASURES

USER MANUAL FOR FILLING IN
SUBMISSION FORMS

[English only]
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Introduction

1. This user manual is intended to provide the individual(s) tasked with the completion of the
CBM Forms with the necessary information to do so in an efficient manner. The manual
contains modalities, explanations, definitions and footnotes that are contained in the forms
agreed to by the Third and Fourth Review Conferences, respectively.

2. The structure and logic of the revised CBM forms is as follows: Form 0 is the starting
point of each annual reporting. Form 0 asks whether there is anything to be declared and, if so,
on which of the forms 1 to 9 the information has to be filled in. Forms 1 to 9 then cover the
substantive part of the CBM and upon completion will indicate where on Form 0 to continue.

Form 0: A declaration on Nothing to declare or Nothing new to declare

Form 1: Confidence-building Measure A: Research centres, laboratories and national
biological defence programmes:

Part 1: Research centres and laboratories.

Form 2: Confidence-Building Measure A: Research centres, laboratories and national
biological defence programmes:

Part 2: National biological defence research and development programmes.

Form 3: Confidence-building measure B: Outbreaks of infectious diseases and similar
occurrences caused by toxins:

Part 1: Background information on reportable infectious diseases.

Form 4: Confidence-building measure B: Outbreaks of infectious diseases and similar
occurrences caused by toxins:

Part 2: Outbreaks of infectious disease and similar occurrences, that seem to
deviate from the normal pattern.

Form 5: Confidence-building measure C: Encouragement of publication of results and
promotion of use of knowledge.

Form 6: Confidence-building measure D: Active promotion of contacts.

Form 7: Confidence-building measure E: Legislation, regulations and other measures.

Form 8: Confidence-building measure F: Past activities in offensive and/or defensive

biological research and development programmes.

Form 9: Confidence-building measure G: Vaccine production facilities.
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CONFIDENCE-BUILDING MEASURES
Form 0: Nothing to declare or Nothing new to declare

3. Form 0 asks for Confidence-Building Measures A to G whether the State Party has nothing
at all or nothing new to declare.

4.  If that is the case for any of the CBMs A to G, it is not necessary to go to the respective
form but to continue with the subsequent questions on Form 0. If any question indicates that
there is information to be submitted, Form 0 indicates on which of the Forms 1 to 9 the
information is to be filled in. Upon completion of any of the Forms 1 to 9, these forms indicate
where on Form 0 to continue with the process.

5. The set forms leads through the whole process in an easily understandable way and
increase the internal consistency of the compiled set of forms.

6.  Question 19 on Form 0 indicates to where the completed Form 0 and any of the Forms 1 to
9 (as applicable) are to be submitted.

CONFIDENCE-BUILDING MEASURE A
Form 1: Part 1: Research centres and laboratories

7. At the Third Review Conference it was agreed that States Parties continue to implement
the following:

An exchange of data, including name, location, scope and general description of
activities, on research centres and laboratories that meet very high national or
international safety standards established for handling, for permitted purposes, biological
materials that pose a high individual and community risk or specialize in permitted
biological activities directly related to the Convention.

Modalities:

8.  The Third Review Conference agreed data should be provided by States Parties on each
facility, within their territory or under their jurisdiction or control anywhere, which has any
maximum containment laboratories meeting those criteria for such maximum containment
laboratories as specified in the 1983 WHO Laboratory Biosafety Manual such as those
designated as biosafety level 4 (BL4) or P4 or equivalent standards.
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Footnotes to Form 1:

e To the title of Part 1: The containment units which are fixed patient treatment modules,
integrated with laboratories, should be identified separately.

e To the name of Facility: Facilities with maximum containment units participating in the
national biological defence research and development programme, please fill in name of
facility and mark “Declared in accordance with Form 2 (CBM A, part 2 (iii))”.

e To maximum containment units: In accordance with the 1983 WHO Laboratory Biosafety
Manual, or equivalent.
(currently valid version is the 2004 WHO Laboratory Biosafety Manual, ISBN 92 4
154650 6 (LC/NLM classification: QY 25) WHO/CDS/CSR/LY0/2004.11)

Form 2: Part 2: National biological defence research and development programmes

9.  Atthe Third Review Conference it was agreed that States Parties are to implement the
following:

In the interest of increasing the transparency of national research and development
programmes on biological defence, the States Parties will declare whether or not they
conduct such programmes. States Parties agreed to provide, annually, detailed
information on their biological defence research and development programmes including
summaries of the objectives and costs of effort performed by contractors and in other
facilities. If no biological defence research and development programme is being
conducted, a null report will be provided.

States Parties will make declarations in accordance with the attached forms, which
require the information in accordance with Form 2.

CONFIDENCE-BUILDING MEASURE B

Form 3: Part 1: Background information on outbreaks of reportable infectious diseases
Form 4: Part2: Qutbreaks of infectious diseases and similar occurrences that seem to
deviate from the normal pattern

10. At the Third Review Conference it was agreed that States Parties continue to implement
the following:

An exchange of information on outbreaks of infectious diseases and similar occurrences
caused by toxins, and on all such events that seem to deviate from the normal pattern as
regards type, development, place, or time of occurrence. The information provided on
events that deviate from the norm will include, as soon as it is available, data on the type
of disease, approximate area affected, and number of cases.
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Modalities:

11.

12.

The Third Review Conference agreed the following definition:

An Outbreak or Epidemic is the occurrence of an unusually large or unexpected number
of cases of an illness or health-related event in a given place at a given time. The number
of cases considered as unusual will vary according to the illness or event and the
community concerned.

Furthermore, reference was made to the following definition:

An epidemic of infectious disease is defined as the occurrence of an unusually large or
unexpected number of cases of a disease known or suspected to be of infectious origin,
for a given place and time. It is usually a rapidly evolving situation, requiring a rapid
response. (WHO internal document CDS/Mtg/82.1)

The occurrence in a community or region of cases of an illness, specific health-related
behaviour, or other health-related events clearly in excess of normal expectancy. The
community or region, and the time period in which the cases occur, are specified
precisely. The number of cases indicating the presence of an epidemic will vary
according to the agent, size and type of population exposed, previous experience or lack
of exposure to the disease, and time and place of occurrence: epidemicity is thus relative
to usual frequency of the disease in the same area, among the specified population, at the
same season of the year. A single case of a communicable disease long absent from a
population or first invasion by a disease not previously recognized in that area requires
immediate reporting and full field investigation: two cases of such a disease associated in
time and place may be sufficient evidence to be considered an epidemic. (J.M. Last, A
Dictionary of Epidemiology, Oxford University Press, New York, Oxford, Toronto,
1983.)

The Third Review Conference agreed on the following:

e In determining what constitutes an outbreak States Parties are recommended to take
guidance from the above;

e Since no universal standards exist for what might constitute a deviation from the
normal pattern, States Parties agreed to utilize fully existing national reporting
systems on human diseases as well as animal and plant diseases, where possible, and
systems within the WHO to provide annual update, using Form 3, of background
information on diseases caused by organisms which meet the criteria for risk groups
I, IIT and IV according to the classification in the 1983 WHO Laboratory Biosafety
Manual, the occurrence of which, in their respective areas, does not necessarily
constitute a deviation from normal patterns;

e Exchange of data on outbreaks that seem to deviate from the normal pattern is
considered particularly important in the following cases:
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- When the cause of the outbreak cannot be readily determined or the causative
agent is difficult to diagnose (It is understood that this may include organisms
made pathogenic by molecular biology techniques, such as genetic
engineering);

- When the disease may be caused by organisms which meet the criteria for risk
groups III or IV, according to the classification in the 1983 WHO Laboratory
Biosafety Manual;

- When the causative agent is exotic to a given region;
- When the disease follows an unusual pattern of development;

- When the disease occurs in the vicinity of research centres and laboratories
subject to exchange of data under item A;

- When suspicions arise of the possible occurrence of a new disease.

e In order to enhance confidence, an initial report of an outbreak of an infectious
disease or a similar occurrence that deviate from the normal pattern should be given
promptly after cognizance of the outbreak and should be followed up by annual
reports. To enable States Parties to follow a standardized procedure, the Conference
has agreed that Form 4 should be used, to the extent information is known and/or
applicable, for the exchange of initial as well as annual information.

e In order to improve international cooperation in the field of peaceful bacteriological
(biological) activities and in order to prevent or reduce the occurrence of ambiguities,
doubts and suspicions, States Parties are encouraged to invite experts from other
States Parties to assist in the handling of an outbreak, and to respond favourably to
such invitations.

Footnotes to Form 2:

e To Deviation from normal patterns: This information should be provided in
accordance with Form 2 (CBM B, part 1)

e To Causative Agent: It is understood that this may include organisms made
pathogenic by molecular biology technique, such as genetic engineering.
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CONFIDENCE-BUILDING MEASURE C
Form 5: Encouragement of publication of results and promotion of use of knowledge

13. At the Third Review Conference it was agreed that States parties continue to implement
the following:

Encouragement of publication of results of biological research directly related to the
Convention, in scientific journals generally available to States parties, as well as
promotion of use for permitted purposes of knowledge gained in this research.

Modalities:
14. The Third Review Conference agreed on the following:

e [t is recommended that basic research in biosciences, and particularly that directly
related to the Convention should generally be unclassified and that applied research to
the extent possible, without infringing on national and commercial interests, should
also be unclassified.

e States parties are encouraged to provide information on their policy as regards
publication of results of biological research, indicating, inter alia, their policies as
regards publication of results of research carried out in research centres and
laboratories subject to exchange of information under item A and publication of
research on outbreaks of diseases covered by item B, and to provide information on
relevant scientific journals and other relevant scientific publications generally
available to States parties.

e The Third Review Conference discussed the question of cooperation and assistance as
regards the safe handling of biological material covered by the Convention. It
concluded that other international forums were engaged in this field and expressed its
support for efforts aimed at enhancing such cooperation.

CONFIDENCE-BUILDING MEASURE D
Form 6: Active promotion of contacts

15. At the Third Review Conference it was agreed that States parties continue to implement
the following:

Active promotion of contacts between scientists, other experts and facilities engaged in
biological research directly related to the Convention, including exchanges and visits for
joint research on a mutually agreed basis.
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Modalities:
16. The Third Review Conference agreed on the following:

In order to actively promote professional contacts between scientists, joint research
projects and other activities aimed at preventing or reducing the occurrence of
ambiguities, doubts and suspicions and at improving international cooperation in the field
of peaceful bacteriological (biological) activities, States parties are encouraged to provide
information, to the extent possible:

e On planned international conferences, seminars, symposia and similar events dealing
with biological research directly related to the Convention;

e On other opportunities for exchange of scientists, joint research or other measures to
promote contacts between scientists engaged in biological research directly related to
the Convention.

CONFIDENCE-BUILDING MEASURE E
Form 7: Legislation, regulations and other measures
17. At the Third Review Conference the States parties agreed to implement the following:

As an indication of the measures which they have taken to implement the Convention,
States parties shall declare whether they have legislation, regulations or other measures:

(a) to prohibit the development, production, stockpiling, acquisition or retention of
microbial or other biological agents, or toxins, weapons, equipment and means of
delivery, specified in Article I of the Convention, within their territory or
anywhere under their jurisdiction or control;

(b) in relation to the export or import of micro-organisms pathogenic to man, animals
and plants or of toxins in accordance with the Convention;

States parties shall complete the attached form (Form E) and shall be prepared to submit
copies of the legislation or regulations, or written details of other measures on request to
the United Nations Department for Disarmament Affairs or to an individual State party.
On an annual basis States parties shall indicate, also on the attached form, whether or not
there has been any amendment to their legislation, regulations or other measures.

Footnote to Form 7:

e To Import and Export of micro-organisms: Micro-organisms pathogenic to man,
animals and plants in accordance with the convention.
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CONFIDENCE-BUILDING MEASURE F

Form 8: Past activities in offensive and/or defensive biological research and development
programmes

18. At the Third Review Conference it was agreed that States Parties:

In the interest of increasing transparency and openness, shall declare whether or not they
conducted any offensive and/or defensive biological research and development
programmes since 1 January 1946.

CONFIDENCE-BUILDING MEASURE G
Form 9: Vaccine production facilities
19. At the Third Review Conference it was agreed that States Parties:

To further increase the transparency of biological research and development related to the
Convention and to broaden scientific and technical knowledge as agreed in Article X, will
declare all facilities, both governmental and non-governmental, within its territory or under its
jurisdiction or control anywhere, producing vaccines licensed by the State party for the
protection of humans.



