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WORKI NG PAPER SUBM TTED BY THE FRI END OF THE CHAI R
ON DEFI NI TIONS OF TERM5 AND OBJECTI VE CRI TERI A

Definitions

A nunber of terns have been proposed as requiring
definition. It was agreed that it would be useful to have
certain terns defined to assist the work of the Conpliance
Measures Group. The Goup had an initial discussion of the
followi ng terns, which were considered without prejudice to
t he question of whether they would eventually be included in a
future legally binding instrunment in the context of specific
neasures to strengthen the Conventi on.

Sonme el enents m ght need to be discussed in considering
definition of individual terns, which are as foll ows:

(A) Biological Defence Progranme

- bj ecti vel/ purpose of a biol ogi cal defence programe.
This could be defined as renoving or weakening the
effects of biological weapons. Another possible
formul ati on woul d be protection agai nst use of m crobial
or other agents or toxins for hostile purposes or in
armed conflict.

- The role in the programme of prophyl axis, treatnent,
detection, identification and decontamn nati on.

- Activities which m ght be considered as part of a
bi ol ogi cal defence programme. These m ght include, for
exanpl e, research, devel opnent, testing, evaluation and
producti on.

- Activities which should be excluded fromthis definition.
These m ght include, for exanple, activities ainmed at
dealing with epidem cs or containing infection.



(B) Wirk with Listed Agents

- "work with" may include:

- aer obi ol ogy

- producti on

- genetic nodification

- studying the properties of agents

- devel opnment of nethods for detection, prophylaxis
and treat nment

- mai ntai ning culture collections

(C© Genetic Mdification/Mnipulation

- Activities involving nodified mcroorgani snms or any
nucl ei ¢ acid sequences created in vivo or in vitro.

- The use of nodified m croorgani sns or nucleic acid used
under | aboratory conditions, or being released into the
envi ronnent, or marketed.

- Stability of such m croorganisns in the environnent.

- El ements whi ch shoul d be excluded fromthe definition
m ght include classical genetic techniques such as
sel ection, isolation, cross-breeding and nut agenesi s;
nat ural processes such as conjugation, transduction and
transformation; the construction of somatic hybridoma
cells i.e. for the production of nonoclonal antibodies,
and in vitro techni ques such as cell and protopl ast
fusion and m cro-injection.

(D) Biological Defence Facility

- It should be distinguished fromother facilities
undertaki ng short termcontracts only. The principal work
of a biological defence facility should be to support
work in one or nore of the areas of the national
bi ol ogi cal defence programres.

- A bi ol ogi cal defence facility nay share an
infrastructure, etc., with other facilities, i.e. those
that work on chem cal or nucl ear defence.

- How a bi ol ogi cal defence facility is funded and
controll ed. They may cone under the mlitary, a
government mnistry concerned with defence or security,
or sone other governnment ministry. Funding may be direct



(B)

(F)

or indirect.

The definition should exclude support contractors,
provi ding generic itenms (such as vehicles, office
equi pnent, etc.) that are not directly related to
bi ol ogi cal activities.

Vacci nes

Li censi ng of vaccines is not universal. Even in countries
that have licensing arrangenents there may be facilities
produci ng unlicensed vacci nes.

Definition should focus on facilities producing vacci nes
whi ch are in an advanced stage of eval uation, which are
produced and mar keted, or supplied for use by humans or
animals, other than in an experinental or trials context.

I ndi cati ons of an advanced stage of vaccine eval uation
may vary in different countries. They may include
approval for clinical trials, approval for

i nvestigational new drugs status, or governnent approval
for specific use of an unlicensed product.

It may be necessary to include the veterinary vaccines
made from anti gens obtained froman animal or animals in
a holding and that are used only for the treatnent of
that animal or other animal of that holding in the sane
| ocality.

Mlitary Medi cal Programe

The termmay be restricted to protection agai nst
i nfecti ous di seases and i ntoxi nati ons.

It may al so i nclude research and devel opnent i ncl udi ng
trials of protective neasures such as vaccines and anti -
m crobials, as well as actual protective arrangenents and
infrastructure. It may al so i nclude nedical arrangenents
both for troops in front |line and rear areas, and
arrangenments for their dependents.

A national programme nay have protection agai nst
natural |l y-occurring di seases and protecti on agai nst BW
attack as overl appi ng objectives.

Ener gency arrangenments that may be nade avail able for
sectors of the civilian population suffering from natural
out breaks or BWi nci dents.



qe)

Di agnostic facility

Laboratory tests for the identification of human, ani nal
or plant pathogens in human, animal, and plant sanples,
or identification in other sanples such as food or

envi ronnent al sanpl es.

Laboratory tests for the effects of m croorganisns and
t oxi ns such as specific seroconversion in humans or
animals, as well as in vivo tests may al so be included.



(H

(1)

(J)

Tests intended to determ ne the pathol ogy of illness or
to investigate the etiology of a disease outbreak, with
subsequent confirmatory tests and/ or research perforned
by reference | aboratories.

I dentification of mcroorganisns by taxonom sts and by
culture collections may be included.

MIlitary-rel ated bi odef ence programres

It could be treated as a subset of the term "Biol ogical
Def ence Programe”, when there are other elenents of the
bi odef ence programme that are specifically related to the
civilian population.

It may al so be restricted to progranme el enents under the
direct/indirect control of the mlitary, or may include
el enents controlled and/or funded in other ways but
serving the biodefence needs of the arned forces.

BL3

The WHO Laboratory Safety Manual guidelines nmay be used
as a basis for BL3 containnment in the |aboratory.

The definition may need to include other "BL3 equival ent”
cont ai nment provisions for |aboratory work with ani mal

pat hogens, or plant pathogens, or genetically-nodified
organi sns, or toxins, or for pilot plant/industrial scale
activities.

The variations anong national BL3 and BL3-equi val ent
regul ati ons may need to be taken into account.

Process-rel ated aspects could be dealt with separately
frombuilding related aspects such as (building) air
handl i ng arrangenents and from organi sati onal aspects
such as restricting personnel access.

The term may include | aboratories or other units which
have the essential physical features for operating at BL
| evel or equivalent, but which are not currently
operating at that |evel.

Pr oducti on Capability

The presence of specific containnent feature may be a
factor.



(K)

Research nmay best be excluded by applying a threshol d
based on the scale of work. Such a threshold could
specify the actual anobunts of agent produced over a tine
period, or the availability of production equi pnent, or
the consunption of specific resources such as growh
media, tissue culture nedia or fertilised eggs.

I f quantitative indicators are used, then different

i ndicators are needed for different types of agents.
Actual values are required for production anmounts or
resources used, or else indications of where data fall in
a set of specified ranges.

The termcould be restricted to actual production, or
i ncl ude production potential. Al so the scale of
production normally occurring in | aboratories nay be
excl uded.

Facility and Site

A Facility may be a relatively self-contained functional
unit within its own clearly-defined perineter.
Alternatively, it may have operational rel ationships or
share infrastructure or have budgetary links with one or
nore co-located units in an area enclosed by a common
peri nmeter.

The common perineter could be a fence or wall bounding a
geographical area, or the outer wall of a building or
ot her structure.

It would follow that the area within the common
perimeter, which could be called the "site", could
conprise a single facility or could include two or nore
facilities.

Not all the facilities on a site nay have the sane owner
or operator.

Not all functional units within a facility or site nay be
directly engaged in activities involving mcrobiology or
related scientific and technical fields of activity.
Exanpl es of other functions could be adm nistration and
personnel sections, storage areas, effluent/waste
handling and treatnent plants, first aid and fire
enmergency services, nedical sections, and record-keeping
functi ons.



The definitions of the followng terns are the outcone of
informal consultations with the del egations and nmay serve as a

basis for consideration of the G oup.
These definitions may have to be nodified as work
proceeds on their potential role with specific nmeasures

designed to strengthen the Conventi on.

1. Genetic Modification or mani pul ation

Genetic nodification involves a process of systematically
arrangi ng and mani pul ating the nucleic acid to produce a novel

nol ecul e or add new characteristics in the nodified organisns.

It may include alterations in the genetic material of
agents in performng new functions |ike enhancenent or
reduction in pathogenicity and/or virul ence; resistance to

biotic or abiotic stress.

2. Mlitary nedi cal programe

Medi cal programre designed to nonitor, maintain and/or
restore the physical and nental health of serving and/or
retired mlitary personnel and their dependents, other than in
the context of defence against the use of mcrobial or other
bi ol ogi cal agents or toxins for hostile purposes or in arned

conflict.
I mplications for use in specific neasures
- This termmay have value to differentiate such

programmes from bi ol ogi cal defence programres;

3. Bi ol ogi cal def ence programme

Programe designed to detect and assess the inpact of any



use of m crobial or other biological agents or toxins for
hostil e purposes or in arnmed conflict, and/or to provide
protection, prohpylaxis or therapy for humans, animals or

pl ants agai nst such use.

| mplications for use in specific neasures:

- For the purpose of triggering declarations, this
termcoul d be used as it stands;

- Coul d be included in declaration formats as details
requiring declaration: to include statenents on the
obj ectives and funding of the progranme, and |ists
of the research, devel opnent, testing, production

and evaluation activities and facilities;

4. Bi ol ogi cal defence facility

Facility which works in one or nore of the follow ng
areas of a biological defence programme as one of its
princi pal and/or permanent roles:

research, devel opnent, testing, production and eval uation

| mplications for use in specific neasures:

- For the purpose of triggering declarations, this
termcoul d be used as it stands;

- Coul d be included in declaration formats as details
requiring declaration: to include statenents on the
activities of the facility; and outline description
of any other facilities within a comon perineter,
that are under the sanme operational control or that
have budgetary |inks or that share site services or
infrastructure; an outline description of [inks on
scientific or technical topics wth other

organi zati ons.



5. D agnostic 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 m crobial or other
bi ol ogi cal agents or toxins, as well as by serol ogical

techni ques. A diagnostic facility may al so carry out the

production and preparation of reagents for the above tests,

and the devel opnent of diagnostic techniques.

6. Mlitary rel ated bi odef ence programe

Bi ol ogi cal defence programre carried out by the mlitary.

7. Bi osafety Level 3

Bi osafety |l evel 3 conprises the safety practices,
bui | di ng desi gns and equi pnment used in research, devel opnent,
production, testing or diagnostic activities with mcrobial or
ot her bi ol ogi cal agents, or toxins that pose a high risk of

infection or intoxination.

The applicable characteristics will differ according to
ci rcunst ances.

- In the instance of |aboratories, characteristics
coul d include buildings seal able for
decontam nation, with a ventilation systemthat
establishes a directional airflow fromthe access
space into the | aboratory room double door entry
into the room seal able w ndows, the exhaust air
fromsafety cabinets that pass through high-
efficiency particulate air (HEPA) filters and run
of f water disinfected. Equi pnent used inside could

i ncl ude bi osafety cabinets and special i sed



aut ocl aves. Access controlled, the two person rule
wher eby no individual ever works alone in the

| aborat ory applicabl e, biohazard warning signs

di spl ayed when work is in progress and, where
applicable, protective |aboratory clothing, worn

i nsi de.

In the instance of production, organisns could be
handl ed in a system which physically separates the
process fromthe environment (closed systen) with
seals so as to prevent release of organisnms fromthe
system exhaust gases fromthe systemtreated so as
to prevent release and effluent treated before final
di scharge. Sanple collection, addition of materi al
to the systemand transfer of viable organisnms to
anot her cl osed system perforned so as to prevent

rel ease. This systemcould be |Iocated within a

control |l ed area.

8. VWrk with listed agents and toxins

Any mani pul ations with Iisted biol ogical agents and

t oxi ns

Comment ary

This definition covers research and applied
activities using |listed biological agents and toxins
including work related to study of properties of

bi ol ogi cal agents and toxins, detection and
identification nmethods, genetic nodification,

aer obi ol ogy, prophyl axis and treatnent nethods,

[ mai nt enance of strain collection] and production

and ot her work.



9. Vacci ne

Preparations, including |ive-attenuated, killed or
otherwi se nodified organisns or their conponents, and nucleic
aci ds, which when introduced by any of nultiple routes into
an organisminduces in it an active imune response, for both

prophyl actic or therapeutic use.

10. Pr oducti on capability

Expertise and capability to produce m crobial or other
bi ol ogi cal agents or toxins, whatever origin or method of

producti on.

Comment ary

- For triggering declarations an agreed quantification

| evel m ght need to be applied.

11. Facility

A conbi nati on of physical structures, equipnent,
personnel and princi pal associ ated support infrastructure for
t he devel opnent, production, stockpiling, otherw se acquiring

or retaining mcrobial or other biological agents or toxins."

- This definition could include for exanple, a facility
whet her under construction, operational or non-
operational or a facility which undertakes testing or

processi ng.

12. Site



A geographically defined |ocation or area having an
identifiable boundary that contains [or has contained (in a

tinmeframe to be specified)] one or nore facilities.



NEW TEXT - 25/9 -16.00
- 6 -

The definitions of the following terns and the
commentaries were dealt with in informal consultations and
need further consideration including in the context of
specific nmeasures. The Ad Hoc G oup help prelimnary

di scussion of itens 1-4.

1. CGenetic Modification or mani pul ation

Genetic nodification involves a process of
arrangi ng and mani pul ating nucleic acids to
produce a novel nolecule or add new characteristics

in the organismns.

Comment ary:

- It may include alterations in the genetic materi al
of organisns in performng new functions |ike
enhancenent or reduction in pathogenicity and/or

virul ence; resistance to biotic or abiotic stress.

- There may be a need to exclude cl assical genetic
t echni ques, natural processes, applications
i nvol ving somati c hybridoma cells, and sone in vivo

t echni ques.
- There may be a need to cover all techniques of
changi ng the genetic structure of a biol ogical

agent .

2. Mlitary nedi cal programe

Medi cal programme [carried out by the mlitary] to



nonitor, maintain and/or restore the physical and nental
heal t h, including prophylaxis and treatnment of infectious
di seases and intoxinations that occur naturally, of serving

and/or retired mlitary personnel and their dependents, other

than in the context of defence against the use of mcrobial or
ot her bi ol ogi cal agents or toxins for hostile purposes or in

arned conflict.

Comment ary:

- This termmay have value to differentiate such

programmes from bi ol ogi cal defence programres;

3. Bi ol ogi cal def ence programme

[ Research and devel opnent] progranme designed to detect
and assess the inpact of any use of mcrobial or other
bi ol ogi cal 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, animals or plants.

[ Conmment ary:

- Coul d be used for the purpose of triggering

decl arati ons;

- Could be included in declaration fornmats as details

requi ring decl aration;

- Coul d be used in other neasures.]



4. Bi ol ogi cal defence facility

Facility which works in [one or nore of the follow ng
areas of] a biological defence progranme [as one of its
princi pal and/or permanent roles:

research, devel opnent, testing, production and

eval uati on]

[ Comment ary:

- Coul d be used for the purpose of triggering

decl arati ons;

- Could be included in declaration fornmats as details

requiring decl aration;

- Coul d be used in other neasures.]



