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PART I
Statutory Notifications (8. R. O.)
GOVERNMENT OF PAKISTAN
MINISTRY OF ENVIRONMENT
NOTIFICATIONS
Islamabad, the 21st April, 2005
S.R.0. 336(1)/2005.—In exercise of the pawers conferred by section 31

of the Pakistan Environmental Protection Act, 1997 (XX_XiV of 1997); the Federal
Government is pleased to make the fo'llowing_ roles, namely:~—

1. Short title and commencement.—(1) These rules may be called
the Pakistdan Biosafety Rules, 2005.

(2) They shall comie into force at-once.
2. Application.— These rules shall be applicable to—

(a} manufacture, import and storage of micro-organisms and gerne
technological products.for research; whether conducted in laboratoties
of tedching and research, research and deVeIopme;lt institutes or private
companies involved in the uses and applications of genetically modified
organisms and products theréof;
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(b

(c)

3,

all work involved in the field trial of genetically manipulated plants,
animals (inclading poultry and marine life), micro-organisms and cells;
and

import, export, sale and purchase of living modified organisms,
substances or cells and products thereof for commercial purposes.

Definitions.—(I) In these rules, unless there is ariything repugnant in

the subject or-context,—

(a)

(b)

fc)

(d)

(&)

&y

€3]

(h)

®

“Act” means the Pakistan Environmental Protection Act, 1997 (XXXIV
of 1997); '

“applicant” means any person including an artificial juridical person,
seeking licence for activities related with application of these rules;

“biosafety” means the mechanism developed through policy and
procedures to ensire. the enwrc)nmental]y safe application of
biotechnology;

“biosafety guidelines” means the Pakistan Biosafety Guidelines notified
by the Ministry of Environment;

“commercial releage” means any intentiotal introduction:of living
modified organisms into the environment through sale or purchase;

“contained use” means-any operation ot activity, undertaken within a
fauhty, installation or other phymcal structure whrch mvolveslwmg
modified organisms, substances:or cells:. and products:thereof: and
controlled in a manner'that limits their contact with, and their impact
on, thé external environment and the general:population;

“dehberate release’ means any intentional transfer of hvmg modified
organisms to the enwronment or nature; ifrespective. &f fhe way in
which it is done: .

experlmental release” means any intentional introduction into the-
environinent of living modified Qrganisms; with-containment measures
and which is not séd for commercialization;

“gxport” means the intentiohal ransboundary miovement from Pakistan
to another country;
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4. Establishment of National Bio-safety Committee.—(1) The
Federal Government shall, by notification in the official Gazette, establish a National
Biosafety Committee consisting of the following members, namely:—

(a) Secrétary, Ministry of Environment Chairperson
(b) Member (Biosciences), Pakistan Atomic.Energy Commission Member
(c) Chairpersons of conceétned Institutional Biosafety Comimiftees ~ Members
(@) Représentifives.of Provincial Governments. Members
®) Represéiitative of Gov erniment of AJK Membar
{f) Chaitiman, PARC Member:

(B Représéntative Miinisty of ood & Agriculfare Meimber
(h)  Representugive Ministry of Healt Menber

Member

(i) Representative Ministriof Seiencé and Techuivlogy
) ReépresenitiveMinisty'of Bducation: Member
(&) Director-Genéril: Deparimenitof Plant Protettion Memnber-

(1) Direttor-Generaly Pakistai BRA Member

L@ The Ditedid-General, Pikistai EPA, shalltastias . Secretary of-the,
Natioral Bio:safety Comimnittée

~(®) The Commitiee ndy-co-Gpi any Bther ieniber as deemed hecessity
forusfunctioning

5 L

43 Tht"xfi-flemt;'er.»s‘~c;)frfhe.ﬂdmmitiﬁe;zaiﬁetthaniéﬁ;bﬁfiﬁii'olmefribets -shall
hold offige.for witerm of fliteeryears extendable t& another Erm of thiee: vears with
the' dpproval:of:fhe Chairperson

(5) TheéCommitteé.shall.-frame its ownt niles and:procédures.

{6). The:Cominittes shall'hold meetings asandiwhen déemed feessary
‘brovided that notlessithan-fourmeetingsshall be hield in a year.

5. Funciions-of-National Biosafély €omimittees— (1}.THe National
Biosafety Committee shallperforivithe folowing fubctions: damely—

(@ toestablish standards and provedures for iisk-assessiment and labeling
5f living modified 6rganisins substances or cells and-products thereof.
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(b)

(c)

(d)

(&)

®

(& *

Ly

)]

‘to consider application(s) for import, export or commercial reléase of
living modified organisms, and on the recommendations of Technical
Advisory Committee allow release or reject applications affer reviewing
the risk assessment carfied QUL ini accordanée with the biosafety
guidelines, the procedures established under clause (a) and any other
reliable information.

‘to ban or restrict rmport exporf sale, purchase or tradmg of any hvmo
mod:ﬁed orgamsm cauqmv or likely to catise 1isk. fo pubhc health, safety
orenvironment.

todevelop lmkages with foretgn blasafety committees and relévant
dgenties 1o engire. that genetic manipulation practices i Pakistan
addrésy international brosafety conteriis and obseive imiversal codes
of ednduct:

4}-or provincidl authorities
giorganisms and fotmilate.

{0 cooperat&‘Wzlh other rele:vanf fedé

snecu:s exo‘tl_c;omamsms and_oihtr‘s.

S o -

itq, rastram on thc‘adwce of Techmt:al Ad" lsory'Committee any person

ﬁxnenmﬁr.i_t_aic_omdlu,on&

“tofacilitate all Ievels of: 'SHBGKVISIQH of penetic manipulatio

ciud ;

h’ bed

1o epordingte efforts of Ingtitutional Biosafety Comnittées and iriform,
and educate-the public on biosaféty issugs and Giipreppsed natibnal
‘policies.

‘to €nsife.that Thbordtory field-work: &nd’ commergial release of

‘genetically: Hfddiﬁéd“’firgém'sms -afid hisir products ghnfofins=d the
national biosafety g giidelities:
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(k)

(1

(m)

goy

©)

)

to prepare and provide to Institutional B1os*1fety Committees the various
not1f1cat1ons and assessment forms, blosafety gu:de]mes, related
documents and assorted signs for facilities.

6 inform the various institutions éﬁoaged in genetic inani"pulatiod work
about new developments n blosafety 50,25 16 avmd exposure of
Jaboratory.personnel. the commu inity-Qr, the enwronment to undue risks. -

to codrdinate efforts. betweén ‘pertinent go\mrnment dgencies and
afety levels in'biotechnological work

s

pnvatc.qrgam;_auqns to Trainta

and-folprepare them foi biplagical efnergencies:

; : ete ned 10! be madequatc'
SR BINAzATY edmpanymg‘-w&rk”requmhg Sch:
Phy Sicals centamment

- @nspect hlgh leveflaboratones i

ng ambientbio:
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6. Technical Advisory Committee:—(1) The Federal Government
shall, by notification in the official Gazeite, establish a Technical: ‘Advisory Committee
consistingof the following members, namely :—-

(1) Director-General, Pakistan EPA Chairperson
(i) Director, National Institute for Bio Technology and ~ Vice Chairperson
Genetic Engineering, Faisalabad.

(i) [Executive Director, Pakistan Medical Research Member
Gouncil(PMRC).

{iv) Director, ‘Pakistan Council of Industrial and Member
‘Sc1ent1ﬁc Research (PCSIR)

(v) -Director, Health Services Academy (HSA) - Member
{(vi) Exeuutlve b1rect0r National Instltute of Health Member
(vii) 'Representatlve Pakistan Atomic Energy Corrumssnon Meémber

Islamabad. -
(D) ,‘,Representatwe Centre for. Molecular Genetlcs : Member
Umversny of Karachl
(ix) Representatwe Centré for Applied and Molécular Member
' -_Bwlogy, Lahore
{x} .Reprcsentatwe Natronal Cormrussmn on qutechnology Member
(xi)  Relevant technical represantatwe AnimalSciences, Member
.PARC
(xii)” Relevant technical repreSeritat_ivé, Plant Sciences, Member
~ PARC. " ‘
{(xiif) "D1rector Pakistan Environmerital Protectlon Aoency, Member
isiamabad
) Two exp,e_rts from private sector/civil.society Members

'(ﬁ) 'The Director, Pakxstan Envitonmental Protection Agency shall act as
Secretary of the Tec'hmcal Advisory Comrmttee

~ (3) The Committée may cofopt any fechnical represéntative from any
province.

7. Functions of Techmcal Adwsory Commxttee - The following
shall be the functions of Ihe Techmcal Adwsory Comrmttee namely o

(a) to examine applications and recommend to. National B1osafety
Comrmttee on permitting. or othermse 1ab0ratory Work field work or
release of lmng modified organism; substances, célls and products
thereof;,
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(b)

(c)

(d)

(e)

4y

8.

to review and control of safety measures adopted while handling large
scale use of genetically engineered organisms/classified organisms in
research, developmental and industrial production activities;

to review. research methodologies in genetic enginecering and
recombinant DNA work. at the mtemanonal level and assess the
associated risks to guide relevant institutions;

to. monitor-release of engineered organisms or products into
environment and to oversee field applications and experimental field
trials;

to provide information or data inputs to National Biosafety Comimittee
upon sufveillarice of ‘approved projects undei industiial production,
and in case of env1ronmental releases with respect to safety risks and
accidents! and

to supervise directly or through any person authonzed in'this behalf
the Implementatmn of the térms and cond1t10ns laid down in connecﬁon
with the approvals accorded by the Nationial Blosafety Comm1ttee

Institutional Bmsafety Comumittees.—(1)" The head of the institution

related to bmtechnology shall notify Institutional Blosafety Comrmttee with, the
fol]owm g minimum Composition:

(a),

(b)
(c)
(d)

9

Head of the institutio Chairperson
Subjéct expert: (s) Members
Social Seientist/economist (for social impact) - Member
Represen_tauve of c1v11,socnety Member

TFanctions of Institutional Biosafety Committee .—(1) The

Committee shall perform the following fu ncﬁiOns-, namely:—

».(‘a)

(b)

(c)

to assist in the activities of National Biosafety Commiittee and Technical
Advisory Committee;

to assist researchers in undertakmg risk-assessment, organizing training
programmes and harmonizing expenmental conditions with hipsafety

guidelines,

‘to determing additional safeguards and draft supplementary operating
instructions for work at the instifution, in line with and addressing the
specific risks and concerns uncovered;
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(d)

(e)-

()

(&)

(hy

(@

®

()

(&5

{m)

(n)

to evaluate the qualifications of researchers involved in biotechnological
projects and assess whether each retains a thorough understanding of
good microbiological practices necessary for the supervision of students,
assistants and junior pefsonnel;

to monitor all regulated work under progress within the institqtioh and
counsel the proponents on issues 0f biosafety and on compliance with
biosafety guidelines on a regular basis, or as requested;

toserve, Where appropriate, as a gateway for the flow of information,
ideas and opinions between the National' Biosafety Committee and
the research teams;

to mamtam and update a directory of all personnel engaged in activities
at every biosafety level and to instruct new, personnel on the correct
laboratory or field practices, cmergency procedures and equipment
operation af the relevant level;

to ensure’ health of laboratory and field personnel ‘as may deem
necessary from medical records;

to liaise W1th Natronal Biosafety Committee and Techrncal Advisory
Commrttee or unport export, manufacture process uge or sale of
any genetrcally modified o Gamsms/substanccs or cells and products
thereof for the purpose of researcht

to withHold funds and ér use admlmstratrve authority to immediately
refrainprogrammes if biosafety gaidelinés dre violated:

to prepare and implement the institutional emergency and response:
plan accordmg to the details provided in {he' manual§ and guidelines
prepared by National Biosafety Commrttee

to assess all projects feferred toit, -and on the: basis' of the information
provided and the risks forecast determme tinder - Wthh catégory of
work the proposals fall and whéther to endorse the work proposed;

to maintain records of approved- pro;ect proposals for laboratory genetic

.mampu]atron work (including notification for prOJect exemptron) and

the assessiments;

to fofward summaries of all project proposals submzlted for IBC
rotification, and the assessments to the Technical. Adv1sory Commxttee
for Iecords and mformatlon or for review and recommendatlon inthe

- case of proposals for Risk Category 2 and’3 work
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(o)

)

@

)

(s)

10.

engaged in bi

to undertake risk assessment, in cooperation with the research teams
as necessary, to determine the appropriate containment and biosafety
conditions, operating procedures and emergency safeguards for Risk
Category 2 and 3 genetic manipulation work, and for the housing,
storage or movement of regulated material and also the waste;

“to prepdre, in conjunction with the research feamns, spec:fic contingency
‘plans after undertaking risk assessments and rewewmg project
proposals'

to enforce, with particular emphasis on Ri’_sk Category 3 work, alb
recommendations, and ensure that the conditions of National Riosafety’
Commiftee have been acknowledged and promptly addressed;

to ingpect and certify, before use in’ genetlc mampulanon work, €1
level Iaboratones conyentional ammal houses, PH 1 plant glass houses,
and quarantme and medical facilities for infected animals; and

to mohifor dnd . assess the cont'unment features of and the workmg
«conditions, within all laboratones plant Olass houses and ammal houses
<;upportmg the institition’s work to’ ensure}that the. various facilities
ar “_fnamtamed at_the smndaxds and 1equ1rements delmeated in
Appendmes 4 through 11of bmsafety gmdehnes

The on Safety Officer (BSO).— (1) Institutions arid organizations
[ ampulanon work shall appmnt Of des: gnate A

B1o—S'1fety O_ céf (s) ' ell' ébm}ersant with bio- -safety i 1ssues and cmergency counter-
theasures (0 perform the followmg functmns, namelyi=—-

{a)

(0

(e)

11.

“to assist dnd liaise with nstitutional Biosafety Committee:

{0 review 1n conjunctiop with- the Institutional Biosafety Commitiee
1 _n.a regular bas1s operatmg procedures and blosafcty records

or utﬂmes and

{0 adwse on: all matters pértaining to risk and biosafety, health of
personnel contmgencxes at work and infr actlons &f biosafety guidelines.

Prohlbltmn and Licence reqmrements -—(1) No person shall

imporf, cxport sali purchase or tlade lmng modlﬁed organisms, substances or cells_-
afid products the eof for-any purposes, withobt the pnor obtaining of licence from
the Federal Agency.



Pagr 1] THE GAZETTE OF PAKISTAN, EXTRA., APRIL 26, 2003 985

(2)  Applicants seeking licence for activities shall submit an application
prepared in conformity with the requirements of the Biosafety Guidelines to the
Federal A ~ency accompanied with a prescribed fee.

(3) Any person to whom alicence has been granted shall notify the Federal
Agency and the National Biosafety Committee of any change in or addition to the
information already submitted.

12. Confidential information. —Information deswnated as cpnfldentlal
by the applicant shall be protected from disclosure in conformi ty with Article 21 of
the Cartagena Protocol as sét forth in the biosafety 0u1dehne,s,

13. Risk assessments and risk management.—(l) The faﬁonal
Biosafety Committee shall ensure that risk. dssessmcnt i$ carried out in acdordance
with the biosafety guidelines for all actwmes that requlr_e. alicence.

2y “Risk assessment, including the. auditing of tisk- assessmerits and
evaluatxon of proposed tisk managerent measutes, and field trials shall be darried
-out On @ case fo case basis in a sc1ent1f1oally sound manner, in accoxdancg with -
Article 15 and Annex 101 of the Cartagena Protocol as set forth'in the bio afety -
;_ouideh_nes

} 14 Dec151on makmg and; commmncatlon of demsnon.—(l) A thai
“decisioti-shall bé made and communicated to the apphcant within —

(a) sixty days for RIS]\ ‘Category: 2 and 3 contamed use actlvztles (a3
specified in the biosafety gmdelmes)

(b} ninety days __foriexpe_rirhentéf releases: and-
{c}. _'oqe'hunc‘f_red:ﬁndftwenfy Aays for commetcialization;

(2) '3Dec1szons shall be based: foish mformanon set-forth in.the apphcatzon
SCmnuf ic risk assessment and prior 1 ﬁeld expenence with the hvm g modified organisms
in Pakistan,

(3) Fmal dec:smns shall be recorded ina dems;on document ds descnbed

as se;t forth in'the decxsmn docurnent unless _hc obta_ms a l__1cencc_

{(4) "The. licénce gramted by the Fedetal Acency under rule: 11 shali not
take effect untﬂ the: apphcant executes an undertakmg in‘which: the apphcant assumes
the legal duty to comply with appllcable provisions of the biosafety gu1dehnes in
existence as of the date of the licence.



986 THE GAZETTE OF PAKISTAN, EXTRA., APRIL 26, 2005 [ ParrIl

15.  Grant of licence.~~(1) All grants of licences under rule 11-shall be
subjected to-terms and conditions as to the labeling, control to be exercised by the.
applicant, supervision, restriction on use, the layout of the enterprise and as to the
submission of information or any other conidition deemed appropriate by the Federal
Agency.

(2} Allapprovals of the Federal Agency shall.be for a specified period not
exceedmg four years at the first instance renewable for two years at  time. The
Federal Ageincy shall have powers to revoke: such approval inthe fOHOWm“ situations;
namely —

(a) if there is any new' information as to the harmful effects of the
gcnetlcally en gmeered organisms or cells;

by ifthe genetlcally engineered organisms or cells cause such damage to
the emnronment nature or health as could. not be: envzsaged when the’
.approvaI was givén, or -

(c) rion-compliance of any condition stipulated by the Federal Agency.

16. Apphcatwn for re- exammatwn -—(l) Any applicant may file
apphcation Wwith the N anonal Blosafety Comnuttee for re-exatnination after a hinimuim
tlrrpe of six months if the'applicant consideérs that—

{(a) achange in circumstance has oceurred that may have a maferial effect -
on-the outcortre of the- nsk assessment upon which. the decision was
based; ot

(b) additional sctcnuﬁc or techmcal information has become av aﬂable that
'may have'a matenal effect on the® c;eclsmn mclu(‘hng any condltlons
liritations or requxrements 1mposecl urider an authorization..

17. Special requirements for import and export of living modified
Organisms, ~=(1) Living modified organisms, substances:or cells and products therect
imported for contained use, for intentional 1ntroductlon into the environment, or for
directuse as food or feed or for processing shall be identified in accordance with the
requ1rement§ of Articte 18-of the: Cartagena Protocol as set forth in the blosafety
guidelines; and such import, where -yequired, shall be in accordance with these rules
and the National Plant Quarasitine” Revulatlons ahgned with Internaﬂonal Plant
‘Protection Convention. All such imports will also be govemed by the pr0v1510n of
Import Trade And- Procedures Order (IT&PO) and Export Policy and Procedures

Order (EPPO):
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(2) Any person proposing to export living modified organisms, substances

;or cells and products thereof shall provide all information including risk assessment

and field trials to the exporting country and such export, where required, shall be in

accordance with these rules and the National-Plant Quarantine Regulations aligned

with International Plant Protection Convention. All such exports will also be governed
by the provision of IT&PO and EPPO.

18. -Transition and reviews.—Activities that were ongoing pursuant to
the pre-existing regulatory system at the date of the entry.into force of these rules
shalf be subject to the review procedure set forth in rule 11 buf may continue until
stich time as-a final decision is provided {o the applicant, Any application pendmg at
the date of the entry into force of these rules shall be subject to the provision:of
these rules.

19. . Production. -f-P:oductlon in which living sthodified- cngmeered.
‘organisms, substances or cells or products thereof or mlcroaorgamsm are generated
or used. shall not be commenced éxcept-y -with the consent of. National B:osafety
Committee. Thls shall also apply to production takmg place in connection with
development testing and experiments.

20. Dellberate or. unmtentmnal reiease —(1) Deliberate or
unintentional release of living moditied organisms or hazardous micro-organisms,
Substances or cells and products thereof mClude deliberate release for the purpose
of experiment is not dllowed:

(2) National Biosafety Committee on the recommendations of the Techmcal
Advisory Commitiee may in Special casés give approval of deliberate release

‘21.  Permission and- approva} for certain substances — Substances_
and products wh1ch contain genetlcally eugmeercd orgamsms or cells or micro-,
orgamsms shall not be produced sold, 1mp0rted or used except with the. approval of
‘National Biosafety Conumttee and inaccordance Wlth sub rule 2) of rule 20

22.;: Permnission and approvai for foodstuffs: ~~Foodstuffs, in 0red1ent= ‘
iy foodstuffs and add1t1ves mcludmg\processmg aids containing or cons1st1ng of living
‘modified orgamsms substanges or cells and products thereof shall not be produced,
sold, imported or used except with the approval. of the National Biosafety Committee
and in e_tccordanco with sub-rule (2) of rile 20.

23 Responsxblllty to notjfy interruptions’ or accidents () ‘Any
person, institution or organization whether has obtained licence under ruleé 11 ornot
shall 1mmcd1ately notify the Technical Advisory Cominittee of any 1nterrupt1on of
operanons or accidents that may lead to-discharges of genencally engmeered
organisms or cells which may be harmful to the eriyironment, natare or health or ~
involve any danger thereto.
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(2) -Any notice given under sub-rule (1) aboveshall not lessen the duty of
the person who is résponsible'to try effectively to'minimize or prevent the effects of
interruptions of operations of accidents.

24. Preparation of off-site emergency plan by:the Technical Advisory
Committee.—(1) The Technical Advisory Committee may prepare’ an off-site
emergency plan for emergenciés relating toa p0351b1e major accndent and prepare a
plan of action in consultation with all conccmed

(2) For the purpose of enabling the Technical Advisory Committee to
prepare the emergency plan réquired under sub-rule (1), the person, institute or
organization shall provide the Technical Advisory Cominittee with such mﬁormah on
relatmg to the handling of hazardous mlcro-orgamsms/venetlcaliy engmeered‘
organisms under h1s control as the Technical Advisory Committée may require
mciudmfr the nature; extent’ and hkely off-site effects of a possible maj(n accident
"and the’ Techmcai Advtsmy Comrmttee shall* provxde the “person, institite or
orgamzatlon ‘with any information rélated to off-site emergency plan.

25, Information and inspections. —(1) Any person seekmg 11cence or
who has obtamed licence under rule 11 shall: E t_he dlrecnon of Technical Adwsory_
Commxttee submit alI such information deemied ficcessaty for its functiohing.

2y The Natlonal Bicsafety Committee or 1ts authonzed ofﬁcer may. at g
any reasonable tifhe ifispact ot verify compliance of any condmon laid down in the,
licence mued under rule 11.

26. Fee.— The. Technical. Advisory Committee” may fix fe¢, with the-.
dpproval of Nauonal Blosafety Commlttee {oeover, in whole or,in part, the expcnses
1ncurred by the atithori ities m" connecﬂon wlth approvals, exammaﬂons superv1510n ‘
and coritrol.

27..“Powers to give directions. — (1) The Federal Government _may
give any 3 wmten direction which shallbe bmdmg on the National Biosafety Comiittee
gr the chhmcai Adv;sory Committee or.the Tnstitutional Biosafety Committees to
comply with,

File [2(7)/95-Bio:]
' Sdf-
NOOR ZAMAN
Section’ Officer- (Admn I).
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MINISTRY QF WATER AND POWER
Islamabad, the 21st April,. 2005

S.R.0O, - 337(1)/2005.—In exercise of the powms conferred by sub- sectmn

(2) of the secuon 10 of Paklstan Bngmeermg Councd Act, 1975 (V of 1976), the

_Pakistan Engmeermo Council is pleased o make the followm g further amendment
in the Schedule 16 the said Act, namely—

in'the aforesa1d schedu}e in the exxstmgenﬁy atSt.Np.33 the words ‘Jauhar
Campus be replaced by the words “Islamabad Campus




