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This report was prepared by the Biosafety Unithe Conservation and Environmental Managerr||ent
Division, Ministry of Natural Resources and Envinment Malaysia. Consultations were done with |the
UNDP/GEF Biosafety Capacity Building Project Cooatior and the Interim Biosafety Secretariat.

Materials used for preparing this report were:

a. The Cartagena Protocol on Biosafety

b. MOP Decisions

C. Malaysian Guideline on the Release of Geneticalbd¥led Organisms to the Environment
(1997)

d. National Policy on Biological Diversity, Malaysi¢gl998)

e Administrative minutes of the Genetic Modificatibdvisory Committee

The draft Malaysian Biosafety Bill




Obligations for provision of information to the Bafety Clearing-House

1. Several articles of the Protocol require that infation be provided to the Biosafety Clearing-Hou
(see the list below). For your Government, if there cases where relevant information exists bsinioa
been provided to the Biosafety Clearing-House (BQldscribe any obstacles or impediments
encountered regarding provision of that informafioote: To answer this question, please check the
BCH to determine the current status of your coustryformation submissions relative to the list of
required information below. If you do not have ascto the BCH, contact the Secretariat for a
summary):

Malaysia has posted information to the BCH. Thidl & further enhanced once the newly passed Bipogdill
comes into force.

Note: The Biosafety Bill was passed by the Malaysiani®aént in July 2007. It has not come to force asthod
date of submission of this report.

2. Please provide an overview of information thakiguired to be provided to the Biosafety Clearing
House:

Type of information Information Information Information
exists and is exists but is not | does not exis
being provided to yet provided to | /not

the Biosafety the Biosafety applicable
Clearing-House | Clearing-House

a) Existing national legislation, regulations ang X
guidelines for implementing the Protocol, as w|
as information required by Parties for the
advance informed agreement procedure
(Article 20.3(a))

b) National laws, regulations and guidelines X
applicable to the import of LMOs intended for
direct use as food or feed, or for processing
(Article 11.5);

c) Bilateral, multilateral and regional agreemer X
and arrangements (Articles 14.2, 20.3(b), and
24.1);

d) Contact details for competent national X
authorities (Articles 19.2 and 19.3), national
focal points (Articles 19.1 and 19.3), and
emergency contacts (Article 17.2 and 17.3(e))

e) In cases of multiple competent national X
authorities, responsibilities for each (Articles
19.2 and 19.3);

f) Reports submitted by the Parties on the X
operation of the Protocol (Article 20.3(e));




g) Occurrence of unintentional transboundary

movements that are likely to have significant X

adverse effects on biological diversity

(Article 17.1);

Type of information Information Information Information
exists and is exists but is not | does not exis

being provided to
the Biosafety
Clearing-House

yet provided to
the Biosafety
Clearing-House

/not
applicable

h) lllegal transboundary movements of LMOs
(Article 25.3);

X

i) Final decisions regarding the importation or
release of LMOs (i.e. approval or prohibition,
any conditions, requests for further information
extensions granted, reasons for decision)
(Articles 10.3 and 20.3(d));

j) Information on the application of domestic
regulations to specific imports of LMOs (Articlg
14.4);

k) Final decisions regarding the domestic use
LMOs that may be subject to transboundary
movement for direct use as food or feed, or fo
processing (Article 11.1);

[) Final decisions regarding the import of LMO
intended for direct use as food or feed, or for
processing that are taken under domestic
regulatory frameworks (Article 11.4) or in
accordance with annex Il (Article 11.6)
(requirement of Article20.3(d))

m) Declarations regarding the framework to bg
used for LMOs intended for direct use as food
feed, or for processing (Article 11.6)

n) Review and change of decisions regarding
intentional transboundary movements of LMO4
(Article 12.12);

0) LMOs granted exemption status by each Pa3
(Article 13.1)

p) Cases where intentional transboundary
movement may take place at the same time ag
movement is notified to the Party of import
(Article 13.1);

g) Summaries of risk assessments or
environmental reviews of LMOs generated by

regulatory processes and relevant information




regarding products thereof (Article 20.3(c)).

Article 2 — General provisions

3. Has your country introduced the necessary legahiradtrative and other measures for
implementation of the Protoco(Article 2.1)

a) full domestic regulatory framework in place gsde give details below)

b) some measures introduced (please give detdde/pe X

C) no measures yet taken

4. Please provide further details about your resptmsige above question, as well as description of
your country’s experiences and progress in impleémegrirticle 2, including any obstacles or
impediments encountered:

Malaysia’'s Biosafety Law was passed by the Malay#tarliament on 11 July 2007 and is currently i

the process of getting the Royal assent. This Batgact 2007 will be the legal instrument for Mg&ia
on all matters pertaining to LMOs once this lawazetted and comes into force.

During the reporting period the following mechanisas used.
Malaysia released an administrative Guideline @Rblease of GMOs to the Environment in 1997.
In an event where an LMO is:

a) imported for food, feed or processing;
b) introduced to the environment;

c) used in field trials;

d) developed in contained use;

e) imported for contained use activity,

the person concerned needs to inform the NatiomalalFPoint which is the Ministry of Natur
Resources and Environment Malaysia (NRE). NRE diemlates the relevant documents (including

assessment) pertaining to the LMO to the Genetidifitation Advisory Committee (GMAC) for their

views. GMAC then submits their views to NRE befardecision is being made.
The current set up is administrative and volunianyature as there are currently no legal requirdme

Note During the reporting period no decisions were enad LMOs (either for FFP, direct introductig

3]
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n,

or contained use) as all request are still beisgssed by GMAC.

Articles 7 to 10 and 12: The advance informed agreet procedure

See question 1 regarding provision of informatiothie Biosafety Clearing-House.

5. Were you a Party of import during this reportingipg?

a) yes

b) no X
6. Were you a Party of export during this reporting qd?

a) yes

b) no X




7. Is there alegal requirement for the accuracy fairmation provided by exportetsunder the
jurisdiction of your country®Article 8.2)

a) yes

b) not yet, but under development X

Cc) no

d) not applicable — not a Party of export

8. If you were a Party of export during this reportpeyiod, did you request any Party of import to
review a decision it had made under Article 10lmdrounds specified in Article 12.2?

a) Yes (please give details below)

b) not yet, but under development

Cc) no

d) not applicable — not a Party of export X

9. Did your country take decisions regarding impordemdomestic regulatory frameworks as allowe
by Article 9.2(c).

a) yes

b) no

c) not applicable — no decisions taken during #porting period X

10. If your country has been a Party of export of LM@ended for release into the environment during

the reporting period, please describe your expegg@and progress in implementing Articles 7 tordd 4
12, including any obstacles or impediments encoadte

NA

11. If your country has taken decisions on import of @Mintended for release into the environment
during the reporting period, please describe yapegences and progress in implementing Articlés 7
10 and 12, including any obstacles or impediment®entered:

NA

Article 11 — Procedure for living modified organisrimtended for direct use as food
feed, or for processing

See question 1 regarding provision of informatiothie Biosafety Clearing-House.

12. Is there a legal requirement for the accuracy fairmation provided by the applicant with respect
the domestic use of a living modified organism taly be subject to transboundary movement for ti
use as food or feed, or for processipg®cle 11.2)

a) yes

b) not yet, but under development X

C) no

d) not applicable (please give details below)

1/ The use of terms in the questions follows thenires accorded to them under Article 3 of the Rrolto

or

(0]
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13. Has your country indicated its needs for finanarad technical assistance and capacity-building in

respect of living modified organisms intended foedt use as food or feed, or for processiggitle
11.9)

a) yes (please give details below) X

b) no

c) not relevant

14. Did your country take decisions regarding impordemdomestic regulatory frameworks as allowed
by Article 11.47?

a) yes

b) no

c) not applicable — no decisions taken during gmorting period X

15. If your country has been a Party of export of LM@tended for direct use for food or feed, or for
processing, during the reporting period, pleaserd®syour experiences and progress in implementing
Article 11, including any obstacles or impedimesnisountered:

NA

16. If your country has been a Party of import of LM@&nded for direct use for food or feed, or for
processing, during the reporting period, pleaserd®syour experiences and progress in implementing
Article 11, including any obstacles or impedimesnisountered:

NA

Article 13 — Simplified procedure

See question 1 regarding provision of informatiothie Biosafety Clearing-House.

17. Have you applied the simplified procedure during aporting period?

a) yes

b) no X

18. If your country has used the simplified procedunérty the reporting period, or if you have been
unable to do so for some reason, please describbeeyperiences in implementing Article 13, incluglin
any obstacles or impediments encountered:

NA

Article 14 — Bilateral, regional and multilateraggeements and arrangements

See question 1 regarding provision of informatiothie Biosafety Clearing-House.

19. Has your country entered into any bilateral, reglar multilateral agreements or arrangements?

a) yes

b) no X




20. If your country has entered into bilateral, regiooramultilateral agreements or arrangements, or i|f
you have been unable to do so for some reasom;loesour experiences in implementing Article 14
during the reporting period, including any obstaale impediments encountered:

NA

Articles 15 and 16 — Risk assessment and risk meamagt

21. If you were a Party of import during this reportiperiod, were risk assessments carried out for all
decisions taken under Article 10%ticle 15.2)

a) yes

b) no (please clarify below)

c) not a Party of import / no decisions taken undeichr 10 X

22. If yes to question 21, did you require the expoierarry out the risk assessment?

a) yes—in all cases

b) yes — in some cases (please specify the numizkrgive further detail$
below)

Cc) no

d) not a Party of import / no decisions taken urfsiticle 10 X

23. If you took a decision under Article 10 during tieporting period, did you require the notifier to
bear the cost of the risk assessmemtizle 15.3)

a) yes—in all cases

b) yes — in some cases (please specify the numizergave further detail$
below)

Cc) no

d) not a Party of import / no decisions taken unftticle 10 X

24. Has your country established and maintained apjai@mechanisms, measures and strategies td

regulate, manage and control risks identified enribk assessment provisions of the Protogotidle
16.1)

a) yes — fully established

b) not yet, but under development or partiallyabbshed (please give further X
details below)

Cc) no

25. Has your country adopted appropriate measureseigept unintentional transboundary movement|
of living modified organisms@rticle 16.3)

[72)

a) yes — fully adopted

b) not yet, but under development or partially @dd (please give further X
details below)

Cc) no




26. Does your country endeavour to ensure that angdimodified organism, whether imported or
locally developed, undergoes an appropriate periagbservation commensurate with its life-cycle or
generation time before it is put to its intendedarticle 16.4)

a) yes—in all cases

b) yes —in some cases (please give further déialitsv)

c) no (please give further details below)

d) not applicable (please give further details b&lo X

27. Has your country cooperated with others for thgppses specified in Article 16.5?

a) yes (please give further details below)

b) no (please give further details below) X

28. Please provide further details about your respottstise above questions, as well as description
your country’s experiences and progress in implémegrirticles 15 and 16, including any obstacles @
impediments encountered:

For the reporting period there was no Legal Biagafgamework in place. With the Biosafety Bill ju
passed in July 2007, regulation will be formulateaddress Article 15 and 16

Question 26

If the LMO is developed locally it undergoes an mppiate period of observation to commensurate
its life-cycle or generation time before it is patits intended use. At the moment Malaysia hakM®
which has been developed locally which has beendnted to the environment (commercially grow
As for imported, since there is no legal mechariispiace yet, there is still not legal requiremehgugh

vith

n).

administratively this information it is requestedrh the party requesting the approval.

Article 17 — Unintentional transboundary movemeamd emergency measures
See question 1 regarding provision of informatiothie Biosafety Clearing-House.

29. During the reporting period, if there were any acences under your jurisdiction that led, or could
have led, to an unintentional transboundary movemwka living modified organism that had, or could
have had, significant adverse effects on the coatien and sustainable use of biological diversity,
taking also into account risks to human healthuichsStates, did you immediately consult the afii:cie
potentially affected States for the purposes sjgekih Article 17.4?

a) yes — all relevant States immediately

b) yes — partially consulted, or consultations wdedayed (please clarify
below)

c) no —did not consult immediately (please clabi&ow)

d) not applicable (no such occurrences) X

30. Please provide further details about your resptmsige above question, as well as description of
your country’s experiences in implementing Artitlg including any obstacles or impediments
encountered:

Without a legal framework in place during the rejmgy period, unintentional transboundary movem
was not monitored

ent




Article 18 — Handling, transport, packaging andrdiécation

31. Has your country taken measures to require thatglimnodified organisms that are subject to
transboundary movement within the scope of thedeabtare handled, packaged and transported und
conditions of safety, taking into account releviat¢rnational rules and standards? (Article 18.1)

a) Yyes (please give details below)

b) not yet, but under development X

Cc) no

d) not applicable (please clarify below)

32. Has your country taken measures to require thairdeatation accompanying living modified
organisms for direct use as food or feed, or focessing, clearly identifies that they ‘may contéuing
modified organisms and are not intended for interai introduction into the environment, as welbas
contact point for information(Article 18.2(a))

a) yes

b) not yet, but under development X

Cc) no

33. Has your country taken measures to require thairdeatation accompanying living modified
organisms that are destined for contained uselgliekntifies them as living modified organisms and
specifies any requirements for the safe handlitayage, transport and use, the contact point fiohé
information, including the name and address ofitdevzidual and institution to whom the living moié
organisms are consignegicle 18.2(b))

a) yes

b) not yet, but under development X

Cc) no

34. Has your country adopted measures to require tatrdentation accompanying living modified
organisms that are intended for intentional intaitun into the environment of the Party of impantia
any other living modified organisms within the seay the Protocol, clearly identifies them as lyin
modified organisms; specifies the identity andvaie traits and/or characteristics, any requireséot
the safe handling, storage, transport and usedhigct point for further information and, as agprate,
the name and address of the importer and expartdrecontains a declaration that the movement is in
conformity with the requirements of this Protocpphlcable to the exporteiRrticle 18.2(c))

a) yes

b) not yet, but under development X

Cc) no

35. Please provide further details about your respottsti®e above questions, as well as a descripfion o

your country’s experiences and progress in impléimgrrticle 18, including any obstacles or
impediments encountered:

During the reporting period no decisions was made amy importation (either for FFP, dire

ct

introduction, or contained use) of LMOs as all resjus still being assessed by GMAC.

Article 19 — Competent national authorities andioaal focal points

See question 1 regarding provision of informatiothie Biosafety Clearing-House.



Article 20 — Information-sharing and the Biosaf@igaring-House
See question 1 regarding provision of informatiothie Biosafety Clearing-House.

36. In addition to the response to question 1, pleaseribe any further details regarding your coustry
experiences and progress in implementing Articlerfluding any obstacles or impediments
encountered:

Malaysia has posted all relevant information onBl@H Central Portal. Malaysia has also used the BCH
to obtain information among others on:

a. decisions on LMOs

b. laws, regulations of other Parties

C. contact details of Focal points

Article 21 — Confidential information

37. Does your country have procedures to protect cenfidl information received under the Protocol
and that protect the confidentiality of such infation in a manner no less favourable than itsrimeat
of confidential information in connection with dostieally produced living modified organismg@ticle
21.3)

a) yes

b) not yet, but under development X

Cc) no
38. If you were a Party of import during this reportipgriod, did you permit any notifier to identify
information submitted under the procedures of ttwed@ol or required by the Party of import as usrt
the advance informed agreement procedure thatouvae treated as confidentighticle 21.1)

a) yes

If yes, please give number of cases X-in all cases

b) no

c) not applicable — not a Party of import / no stetuests received
39. If you answered yes to the previous question, pl@agvide information on your experience
including description of any impediments or diffittes encountered:
Under the current administrative system, confiddityi is allowed for. The proponents usually redues
for technical information which was given to be fidential. As the focal point, NRE assesses |the

request and treat the information as confidentinl &GMAC members have to maintain the

confidentiality of the information. The confideriig of information is also part of the term of eeénce
of GMAC.

Under the newly passed Biosafety Law, there isoaipion on Confidential Business Information.

40. If you were a Party of export during this reportperiod, please describe any impediments or
difficulties encountered by you, or by exportersi@emnyour jurisdiction if information is available, the
implementation of the requirements of Article 21:

NA
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Article 22 — Capacity-building

41. If a developed country Party, during this reportiggiod has your country cooperated in the
development and/or strengthening of human resoaegs$nstitutional capacities in biosafety for the
purposes of the effective implementation of thetéol in developing country Parties, in particutlze
least developed and small island developing Statemng them, and in Parties with economies in
transition?

a) Yes (please give details below)

b) no

c) not applicable — not a developed country Party X

42. If yes to question 41, how has such cooperatioartagitace:

43. If a developing country Party, or Party with anmmay in transition, during this reporting periocgsha
your country contributed to the development andfi@ngthening of human resources and institutiong
capacities in biosafety for the purposes of theaif¥e implementation of the Protocol in another
developing country Party or Party with an economgransition?

a) yes (please give details below) X

b) no

c) not applicable — not a developing country Party

44. If yes to question 43, how has such cooperatioartagitace:

Malaysia (University of Malaya) offers a Post Gratu Diploma on Biosafety with the assistanceg of
UNIDO to participants from around the region.

45. If a developing country Party or a Party with anreamy in transition, have you benefited from
cooperation for technical and scientific traininghe proper and safe management of biotechnotgy
the extent that it is required for biosafety?

—F

a) Yyes — capacity-building needs fully met (plegise details below)

b) yes — capacity-building needs partially met &gk give details below) X

C) no — capacity-building needs remain unmet (@eage details below)

d) no — we have no unmet capacity-building needkigharea

e) not applicable — not a developing country Partg Party with an economny
in transition

46. If a developing country Party or a Party with anreamy in transition, have you benefited from
cooperation for technical and scientific traininghe use of risk assessment and risk management fq
biosafety?

a) Yyes—capacity-building needs fully met (please give detaelow)

b) yes — capacity-building needs partially met &gk give details below) X

C) no — capacity-building needs remain unmet (@aage details below)

d) no — we have no unmet capacity-building needkigharea

e) not applicable — not a developing country Partg Party with an econony

11



in transition

47. If a developing country Party or a Party with anreamy in transition, have you benefited from
cooperation for technical and scientific trainimg €nhancement of technological and institutional
capacities in biosafety?

a) Yyes — capacity-building needs fully met (plegise details below)

b) yes — capacity-building needs partially met &gk give details below) X

C) no — capacity-building needs remain unmet (@eage details below)

d) no — we have no unmet capacity-building needkigharea

e) not applicable — not a developing country Partg Party with an economny
in transition

48. Please provide further details about your respottstige above questions, as well as description of
your country’s experiences and progress in implémgrArticle 22, including any obstacles or
impediments encountered:

Malaysia has started to implement the UNDP/GEF CGapduilding Project on Biosafety in Margh
2007. This 3 year project will address all the erstraised above.

Article 23 — Public awareness and participation

49. Does your country promote and facilitate public eem@&ss, education and participation concerning
the safe transfer, handling and use of living medibrganisms in relation to the conservation and
sustainable use of biological diversity, takingoalsto account risks to human healthiicle 23.1(a))

a) yes — significant extent

b) yes — limited extent X

Cc) no

50. If yes, do you cooperate with other States andnaténal bodies?

a) yes — significant extent

b) yes — limited extent X

C) no

51. Does your country endeavour to ensure that pulblar@ness and education encompass access t
information on living modified organisms identifi@daccordance with the Protocol that may be
imported?Article 23.1(b))

L=

a) yes — fully X

b) yes — limited extent

Cc) no

52. Does your country, in accordance with its respedi@ws and regulations, consult the public in the
decision-making process regarding living modifiegamisms and make the results of such decisions
available to the public(rticle 23.2)

a) yes —fully

b) yes — limited extent

Cc) no X
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53. Has your country informed its public about the neahpublic access to the Biosafety Clearing-
House?Article 23.3)

a) yes — fully

b) yes — limited extent

Cc) no X

54. Please provide further details about your respottsti®e above questions, as well as description
your country’s experiences and progress in implémegrArticle 23, including any obstacles or
impediments encountered:

There is no legal requirement for this at the mame&he involvement of a NGO in GMAC to a certa
degree takes into account the participation opiligic in decision making. There is a growing awess
about biosafety and biotechnology among the publ® mass media has also played a role in cre
this awareness, which can be further enhancedthétiparticipation of more stakeholders.

With the passing of the Biosafety Law in July 200iére will be a legal requirement for pub

Ain

ating

c

participation once this law is in force.

Article 24 — Non-Parties

See question fiegarding provision of information to the Biosaf€tiearing-House

55. Have there been any transboundary movements onfliviodified organisms between your country
and a non-Party during the reporting period?

a) yes

b) no X

56. If there have been transboundary movements ofgimiindified organisms between your country and

a non-Party, please provide information on youregigmce, including description of any impediments
difficulties encountered:

(0]

There were no decisions to import LMOs during tyegorting period.

Article 25 — lllegal transboundary movements

See question 1 regarding provision of informatiothie Biosafety Clearing-House.

57. Has your country adopted appropriate domestic nmeaga prevent and penalize, as appropriate,
transboundary movements of living modified orgarsistarried out in contravention of its domestic
measures@rticle 25.1)

a) yes

b) no X

58. Have there been any illegal transboundary movenwriging modified organisms into your
country during the reporting period?

a) yes

b) no X

13



59. Please provide further details about your resptmsge above question, as well as description of
your country’s experiences in implementing Arti2le, including any obstacles or impediments
encountered:

Without a legal framework in place, there is no hadsm to monitor illegal transboundary movements
of LMOs

Article 26 — Socio-economic considerations

60. If during this reporting period your country hakdn a decision on import, did it take into account
socio-economic considerations arising from the iohjpd living modified organisms on the conservatign
and sustainable use of biological diversity, esgdcwith regard to the value of biological diveysio
indigenous and local communitie@®ticle 26.1)

a) yes — significant extent

b) yes — limited extent

Cc) no

d) not a Party of import X

61. Has your country cooperated with other Partiesesearch and information exchange on any socjo-
economic impacts of living modified organisms, esaky on indigenous and local communities?
(Article 26.2)

a) yes — significant extent

b) yes — limited extent

Cc) no X

62. Please provide further details about your respottstiee above questions, as well as description of
your country’s experiences and progress in implémgrArticle 26, including any obstacles or
impediments encountered:

During the reporting period, there were no decisiorade on the import of LMOs.

Article 28 — Financial mechanism and resources

63. Please indicate if, during the reporting periodjryGovernment made financial resources availabie to
other Parties or received financial resources fotimer Parties or financial institutions, for the'poses
of implementation of the Protocol.

a) yes — made financial resources available tor®¥bgies

b) yes — received financial resources from othetié¢zaor financial institutions X

c) both

d) neither

64. Please provide further details about your resptmsge above question, as well as description of
your country’s experiences, including any obstaolesnpediments encountered:

Malaysia started implementing the UNDP/GEF Capabitilding project in March 2007. This 3 yefar
project received a funding assistance from GEFisieaecuted by UNDP. NRE is the focal point and|the
implementing agency in Malaysia for this project.
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Other information

65. Please use this box to provide any other informatétated to articles of the Protocol, questions ir
the reporting format, or other issues related tnal implementation of the Protocol:

NA

Comments on reporting format

The wording of these questions is based on theclasti of the Protocol. Please provide
information on any difficulties that you have enotered in interpreting the wording of these questio

LNA |
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