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Introduction

The National Good Laboratory Practice (GLP) Compliance Monitoring Authority (NGCMA)/ GLP
Authority was established by Government of India with the approval of the Cabinet under the
administrative control of Department of Science and Technology (DST), Ministry of Science and
Technology, in April 2002. The formation of the NGCMA was notified in the Gazette of India Part
1, Section 1 on August 31, 2002, which may be seen at Annexure I.

Background

2.1 GLP is a quality system concerned with the organizational process and the conditions
under which non-clinical health and environmental safety studies are planned,
performed, monitored, recorded, archived and reported. GLP applies to the non-
clinical safety testing of test items contained in Agrochemicals, Cell Lines,
Cosmetics Products, Feed Additives, Food Additives, Industrial chemicals, Medical
devices (Applicable only for Bio-compatibility, not applicable for batch release
parameters), Pharmaceuticals (Human), Pharmaceuticals (Veterinary) and Viruses.
These test items are usually/ normally synthetic chemicals, may be of natural, herbal/
plant extracts or biological origin, and in some circumstances, may be living
organisms.

2.2 The application of GLP principles has the following advantages:

a) Assures the quality and integrity of data generated in GLP-certified Test
Facilities (TFs).

b) Provides confidence regarding authenticity of pre-clinical data of above-
mentioned test items for hazard and risk assessment to regulatory authorities.

c) Avoids duplicative testing

d) Is beneficial to animal welfare

e) Reduces time and costs for industry, government and other stakeholders

f) Facilitates exchange of information

g) Removes non-tariff trade barriers

h) Contributes to the protection of human health and environment.

2.3 Considering the above benefits, Government of India, through a decision of the
Cabinet, set up the NGCMA in 2002 on following lines:

2.3.1 Start the programme “National GLP Compliance Monitoring Authority” for
TFs under the administrative control of the DST.

2.3.2 Constitute the Apex Body with following membership:
Chairman

Secretary
Department of Science and Technology
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Ministry of Science and Technology

Members

Secretary

Department of Chemicals and Petrochemicals
Ministry of Chemicals and Fertilizers

Secretary

Department of Agriculture and Co-operation and Farmers Welfare
Ministry of Agriculture

Secretary

Department of Health
Ministry of Health and Family Welfare

Drugs Controller General of India
Directorate General of Health Services
Ministry of Health and Family Welfare

Secretary

Department of Commerce
Ministry of Commerce and Industry

Secretary

Ministry of Environment, Forest and Climate Change

Secretary

Department of Fertilizers
Ministry of Chemicals and Fertilizers

Secretary

Department of Consumer Affairs
Ministry of Consumer Affairs, Food and Public Distribution

Director-General
Council for Scientific and Industrial Research

Member Secretary

Head, NGCMA
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2.4

2.3.3 Adopt Organization for Economic Cooperation & Development (OECD)

Principles of GLP and Compliance Monitoring to maintain international
harmony.

2.3.4 Concerned regulatory authorities should be members of the Apex Body.

India is a full adherent to Mutual Acceptance of Data (MAD) in the OECD’s
Working Party on GLP. This offers the following benefits to the Indian industry:

a) Data generated by Indian GLP-certified TFs for the test items mentioned in 2.1
above is acceptable in OECD-member and non-member MAD adherent
countries and for approval by Regulatory Authority (ies) (RAs), before
marketing the product.

b) The Indian industry is able to save expenses incurred in getting their products
tested outside the country in GLP-compliant TFs.

c) Thereis increased business opportunity for Indian GLP-certified TFs/ Contract
Research Organizations (CROs).

3. OECD Programme on GLP

3.1

3.2

3.3

In the year 1978, Member countries of the OECD developed OECD Principles of
GLP and Compliance Monitoring, OECD formally recommended Principles of GLP
for use in member countries in 1981. The programme on GLP Principles is being
governed by the OECD Council Acts, namely:

3.1.1 Decision of the Council concerning the Adherence of non-Member
Countries to the Council Acts related to the MAD in the Assessment of
Chemicals [C(81)30(Final) and C(89)87(Final)] 26 November 1997 —
C(97)114/Final

3.1.2 Decision-Recommendation of the Council on Compliance with Principles of
GLP, October 1989 - C(89)87/Final amended on 9 March 1995 -
C(95)8/Final

3.1.3 Decision of the Council concerning the Mutual Acceptance of Data in the
Assessment of Chemicals 12 May 1981 — C (81)30/Final amended on 26
November 1997 - C(97)186/Final.

The above system has been in operation since then. The revised OECD Principles
of GLP and Compliance Monitoring (1997) are being followed.

OECD has a Working Party on GLP, comprising of representatives of the
Governments which have entered into the multilateral agreement on MAD. The
member countries of the Working Party on GLP may be seen at www.oecd.org.
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3.4

NGCMA has adopted the OECD Principles of GLP and Compliance Monitoring for
operation of its systems and for giving recognition to those TFs which demonstrate
their compliance with the OECD Principles of GLP and OECD Test Guidelines.
Head, NGCMA has been nominated as a Member in the OECD’s Working Party on
GLP and National Coordinator for OECD Test Guidelines on GLP by the
Government of India.

Organizational Structure of NGCMA

GLP Authority is the Apex Body of the National GLP programme. The constitution
and responsibilities of the Apex Body are given in the Gazette Notification dated
August 31, 2002, at Annexure | (True copy of Notification published in the
Gazette of India, Part I, Section 1, on August 31, 2002).

NGCMA Secretariat implements the National GLP Programme under the
administrative control of DST. Head, NGCMA reports to Chairman, GLP Authority
for all activities related to GLP compliance Monitoring.

4.1  GLP Authority
4.2 NGCMA Secretariat
43

Responsibilities of NGCMA Secretariat
4.3.1 To implement the National GLP programme.

432 To lay down policies and procedures for the National GLP
programme as per OECD norms and National regulations, as
applicable.

4.3.3 To maintain links with OECD’s Working Party on GLP, to ensure
the functioning of the National GLP Programme as per current
international norms and take required measures to establish and
maintain international recognition based on OECD Principles of
GLP.

4.3.4 To coordinate with TFs associated with the programme.
4.3.5 To process the applications received for grant of GLP certification,
organize and conduct GLP inspections and study audits in India and

abroad.

4.3.6 To train and appoint GLP inspectors and Technical Experts for
inspecting TF(s) for compliance with OECD Principles of GLP.

National Good Laboratory Practice Compliance Monitoring Authority
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4.3.7 Toinform the TFs of the results of the inspection(s) or study audit(s)
and ensure submission of satisfactory response or corrective action
within the specified time frame.

4.3.8 Toissue a GLP compliance certificate to a TF.

4.3.9 To maintain all inspection/ study audit records and GLP compliance
status of TF(s) associated with the programme.

4.3.10 To constitute working groups or committees to help the NGCMA
Secretariat in discharging its functions.

4.3.11 To take appropriate actions, if serious deviations are found during
the course of inspection(s)/ study audit(s).

4.3.12 To create awareness on GLP in the country by organizing and
supporting workshops, symposia, seminars and training programmes
for the TF(s), etc.

4.4 Technical Committee on GLP

The Technical Committee (TC) on GLP is the recommending body constituted by
Chairman, GLP Authority. Members of the TC on GLP are from the concerned Ministries/
Departments/ Agencies of Government of India including RAs. The TC has the
responsibility for assessment and evaluation of TFs on the basis of inspections organized
and conducted by NGCMA.

For details of working of the TC on GLP, please refer Document No. GLP-112 “Technical
Committee on GLP”.

45  GLP Inspectors

45.1 National GLP Programme has empanelled inspectors, who are
currently employed with Government organizations/ agencies and
meet the desired qualification(s), experience and training norms of
NGCMA (as referred in GLP-107 “Training and Evaluation of GLP
Inspectors”).

4.5.2 Inspectors evaluate the competence of the applicant TF for its
compliance to OECD Principles of GLP and OECD Test Guidelines
by conducting on-site  GLP inspections. Under exceptional
circumstances, inspections may be conducted virtually as office
based inspections, as per Document No. GLP-120 “Office Based
Inspections”. They are trained through training courses organized by

National Good Laboratory Practice Compliance Monitoring Authority

Document No: GLP-100

Information Brochure

Issue No: 09

Issue Date: 09.05.2022 | Page 7 of 15




5.

NGCMA or OECD’s Working Party on GLP for conducting GLP
inspections and Study audits.

Nature of the National GLP Programme

5.1

5.2

5.3

5.4

Note:

5.5

GLP certification is voluntary and any TF in India which undertakes non-clinical health
and environmental safety studies for regulatory submission will be eligible to seek GLP
certification.

NGCMA will maintain a list of GLP-certified TFs.

GLP certification granted to a TF shall be valid for a period of three years. GLP-
certified TFs shall be regularly monitored to ensure their compliance to OECD
Principles of GLP and OECD Test Guidelines by organizing surveillance inspections.

NGCMA would cooperate with RAs/ Compliance Monitoring Authorities (CMAS) of
an OECD-member and non-member MAD adherent country in the following ways:

5.4.1 Organize a particular study audit and provide the results to the
requesting RA who sought such services.

5.4.2 Facilitate and conduct a Joint GLP inspection/ study audit at the request
from the RAs of an OECD-member and non-member MAD adherent
country along with their Inspectors or representative(s).

Indian RAs would have a similar access in OECD-member and non-member MAD
adherent countries

NGCMA has an in-built mechanism of initiating action against the GLP certified TF(s)
not found to have complied with OECD Principles of GLP & OECD Test Guidelines,
which might affect the validity of studies conducted in the TF. The actions would be
taken by NGCMA in accordance with Document No. GLP-113 “Policies and
procedures of NGCMA for taking adverse and other decisions against test facilities”.

Scope and Extent of the National GLP Programme

6.1

National GLP Programme covers the application of OECD Principles of GLP and
OECD Test Guidelines, where applicable, for non-clinical health and environmental
safety testing of test items contained in:

a) Agrochemicals

b) Cell Lines

c¢) Cosmetics Products
d) Feed Additives

e) Food Additives

f) Industrial chemicals

National Good Laboratory Practice Compliance Monitoring Authority
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6.2

6.3

6.4

6.5

9)
h)
i)
)

Medical devices (Applicable only for Bio-compatibility, not applicable for batch
release parameters)

Pharmaceuticals (Human)

Pharmaceuticals (Veterinary) and

Viruses

The test items are usually/ normally synthetic chemicals, may be of natural herbal/
plant extracts or biological origin, and in some circumstances, may be living organisms.

The purpose of testing the test items is to obtain data on their properties and/ or on their
safety with respect to human health and/ or the environment.

The scope also covers non-clinical health and environmental safety studies conducted
in the laboratory, green houses and in the field.

The TFs having the facilities relating to the following areas of expertise can apply to
the NGCMA for GLP certification:

a)
b)
c)
d)
e)
f)
9)
h)
i)

Physical-chemical Testing

Toxicity Studies

Mutagenicity Studies

Environmental Toxicity Studies on Aquatic and Terrestrial Organisms
Studies on Behavior in Water, Soil and Air, Bio-accumulation
Residue Studies

Studies on Effects on Mesocosms and Natural Ecosystems

Analytical and Clinical Chemistry Testing

Other Studies (Specify)

Salient Features of GLP Certification

7.1

7.2

7.3

With the commencement of National GLP programme, the country gets a system
for determining the compliance of the TFs that are involved in data generation in
the testing of chemicals, in accordance with OECD Principles of GLP and OECD
Test Guidelines.

National GLP programme meets the long-standing demand of Indian TFs involved
in conducting safety studies as it establishes an international system based on
harmonized policies for chemical control, mutual economic and trade advantage,
minimize the cost-burden associated with testing the chemicals and the generation
of valid and high quality data.

It serves as a tool for the decision-makers and the RAs in the management of the
chemicals and their products. It assures the RAs for the reliability on the test data
they receive when making assessments of hazards or risks.

National Good Laboratory Practice Compliance Monitoring Authority
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7.4

7.5

7.6

7.7

7.8

7.9

It provides a base for future measures, which the Government may like to initiate,
with a view to control or keep a check on the chemicals or chemical products.

It provides a means to Indian TFs, involved in conducting safety studies, to
demonstrate their capabilities as per OECD Principles of GLP.

It facilitates mutual acceptance of test data generated for submission to regulatory
authorities amongst OECD MAD-adherent countries.

It enables exchange of information with other OECD MAD adherent countries,
concerning their procedures.

It ensures access to the information, including information focusing on a particular
study to another OECD MAD-adherent countries.

Through an agreement of MAD, NGCMA has given its commitment to OECD’s
Environmental Health and Safety Division that it shall abide by the OECD Council
Acts on GLP which are applicable to OECD MAD adherent countries.

GLP Certification Process

8.1

8.2

Application

TFs may submit an application for GLP certification/ Re-certification/ Extension in
scope of GLP compliance along with prescribed fee through online portal of
NGCMA (https://dst.gov.in/ngcma).

Note: Application for extension in scope of GLP certification during a certification
cycle should be submitted atleast 3 months after the grant of GLP certification/ re-
certification by NGCMA. This can be also done along with the application for
surveillance inspection (as surveillance cum extension in scope application).

Further, the application for mid-term Surveillance inspection during a certification
cycle may also be submitted through the portal.

Review of GLP application

The application for GLP certification is examined and reviewed at NGCMA, for
meeting the eligibility criteria and completeness of the same as per Document No.
GLP-104 “Procedures of NGCMA Secretariat”.

If the application is found to be complete and meets the eligibility criteria, an
inspection team is constituted by NGCMA. Information to this effect and dates of
inspection are intimated to the TF. In case the applicant TF is not agreeable to the
dates or inspection team, it may show its reservation, alongwith justification for the
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same. In this case, fresh inspection dates/ inspection team may be arranged by
NGCMA, as applicable.

In case the application does not meet the eligibility criteria for GLP certification,
the application is closed and the applicant TF is informed accordingly. The
application fee will not be refundable to the TF.

8.3  On-site GLP Inspections

8.3.1 Inspections conducted by NGCMA may be categorized as Pre-
inspection, Final inspection, Surveillance inspection, Re-
certification inspection and Extra-ordinary inspections (Extension
in scope inspection, Surveillance cum Extension in scope
inspection, Verification inspection, Inspection at the request of a
RA/ GLP Compliance Monitoring Authority and Surprise
inspection), as specified in Document No. GLP-104 “Procedures of
NGCMA Secretariat”.

8.3.2 The procedure for carrying out TF inspections/ study audits for
assessing of GLP compliance will be in accordance with OECD
Revised Guidance for the Conduct of Laboratory Inspections and
Study Audits (OECD Principles of GLP Document No.3, 1995).
NGCMA provides an Inspection Manual (GLP-103) for use by its
inspectors which describes the detailed procedure for inspection of
various areas of a TF.

8.3.3 IfaTF inspection/ Study Audit reveals deficiencies from the OECD
Principles of GLP, the TF shall be required to correct such
deficiencies and provide an Action Taken Report (ATR) to
NGCMA, within 45 days of conduct of all types of GLP inspections
except the pre-inspection, where ATR should be submitted within
6 months of conduct of the inspection.

The ATR for GLP inspections, where applicable is to be submitted
through online portal of NGCMA.

8.3.4 The inspection findings and the ATR submitted by the TF are
evaluated by the NGCMA as per Document No. GLP-110
“Evaluation Procedure(s) of Inspection Results”.

8.4 Issue of GLP Certificate

The recommendations of the TC on GLP are put up to Chairman, GLP Authority
for appropriate decision. If approved for grant of GLP certificate, the TF is issued a

National Good Laboratory Practice Compliance Monitoring Authority
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GLP Certificate highlighting name and address of the TF, area(s) of expertise, test
item(s), type of test system(s) and validity period.

8.5 GLP-Certified TFs

8.5.1 After issuance of a GLP certificate, the name of the TF is added to
the list of GLP-Certified TFs and published on the website of
NGCMA (https://dst.gov.in/ngcma).

8.5.2 A GLP certified TF shall operate and function in accordance with
the OECD Principles of GLP and OECD test guidelines along with
Documents/ Advisories of NGCMA, if any. The TF has to maintain
its certification by paying the prescribed Annual Certification Fee.

8.6 Surveillance

GLP certificate granted by NGCMA shall be valid for a period of three years.
Surveillance inspection of the certified TF shall be undertaken by NGCMA usually
midway through the period of validity of certificate {18 (£3) months from the date
of grant of GLP certificate}. Detailed procedure followed by NCGMA for
surveillance inspection may be seen in Document No. GLP-104 “Procedures of
NGCMA Secretariat”.

8.7  Extension/ Reduction in scope of GLP certification

During a GLP certification cycle, the scope of GLP certification may be extended/
reduced as per procedure mentioned in Document No. GLP-101 “Terms &
Conditions of NGCMA for obtaining and maintaining GLP certification”, GLP-104
“Procedures of NGCMA Secretariat” and GLP-113 “Policies and Procedures of
NGCMA for taking Adverse and other Decisions against Test Facilities”.

8.8  Complaint/ Grievance/ Appeal Procedure

A TF can submit a complaint, grievance or an appeal to NGCMA on any issue faced
by it during the process of GLP certification. These shall be processed by NGCMA
in accordance with Document No. GLP-108 “Procedure(s) for Handling of
Complaints, Grievances and Appeals”.

NGCMA strives to improve its procedures, practices and services in a continuous manner.
For this purpose, there exists a mechanism to obtain a feedback from all the stakeholders
as per NGCMA’s Document No. GLP-119 “Feedback form for Stakeholders of NGCMA”,
which can be submitted on NGCMA’s website. The feedback received from various
stakeholders is reviewed by NGCMA and necessary actions are taken for the same.

National Good Laboratory Practice Compliance Monitoring Authority

Document No: GLP-100 Information Brochure

Issue No: 09 Issue Date: 09.05.2022 | Page 12 of 15




10

List of the Documents Published by OECD

(A) Series on: Principles of Good Laboratory Practice and Compliance Monitoring

1.

2.

10.

11.

12.

13.

14.

15.

16.

17.

OECD Principles of Good Laboratory Practice (revised in 1997).

Revised Guides for Compliance Monitoring Procedures for Good Laboratory
Practice (1995).

Revised Guidance for the Conduct of Laboratory Inspections and Study Audits
(1995).

Quality Assurance and GLP (1999).

Compliance of Laboratory Suppliers with GLP Principles (2000).

The Application of the GLP Principles to Field Studies (1999).

The Application of the GLP Principles to Short-term Studies (1999).

The Role and Responsibilities of the Study Director in GLP Studies (1999).
Guidance for the Preparation of GLP Inspection Reports (1995).

The Application of the Principles of GLP to Computerized Systems (1995).

The Role and Responsibilities of the Sponsor in the Application of the Principles of
GLP (1998).

Requesting and Carrying Out Inspections and Study Audits in Another Country
(2000).

The Application of the OECD Principles of GLP to the Organization and
Management of Multi-site Studies (2002).

The application of the Principles of GLP to in vitro Studies (2004).

Establishment and Control of Archives that Operate in Compliance with the
Principles of GLP (2007).

Advisory Document of the Working Group on Good Laboratory Practice -Guidance
on the GLP Requirements for Peer Review of Histopathology (2014).

Advisory Document of the Working Group on Good Laboratory Practice -
Application of GLP Principles to Computerised Systems (2016).
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11.

18.

19.

20.

21.

22.

Th

OECD Position Paper Regarding the Relationship between the OECD Principles of
GLP and ISO/IEC 17025

Advisory Document of the Working Group on Good Laboratory Practice on the
Management, Characterisation and Use of Test Iltems

Guidance Document for Receiving Authorities on the Review of the GLP Status of
Non-Clinical Safety Studies

Position Paper Regarding Possible Influence of Sponsors on Conclusions of GLP
Studies

Advisory Document of the Working Party on Good Laboratory Practice on GLP
Data Integrity

e OECD Principles of GLP can be down-loaded from the OECD website

(https://www.oecd.org/chemicalsafety/testing/oecdseriesonprinciplesofgoodlaboratorypra
cticeglpandcompliancemonitoring.htm) or NGCMA web-site (https://dst.gov.in/ngcma).

(B) OECD - Test Guidelines:

TFs are advised to procure the current versions of the relevant test guidelines.

Financial obligations on the part of Applicant/Certified TF

Application Fee Rs. 30,000/- per each area of

expertise for which GLP certification
is being sought.

(Non-refundable and to be paid along
with application)

Annual Certification Fee Rs. 30,000/- (Non-refundable)
(Applicable to GLP-certified TFs

only)

Travel expenditure on account of a) Economy class Airfare/ AC-2 Tier
inspectors’ visit to TF for GLP Train fare and local transportation
inspections of NGCMA b) Boarding & lodging facility to

Inspection Team

Note:

i) NGCMA has entered into a Memorandum of Understanding (MoU) with Quality Council

of India (QCI). As per the MoU, all arrangements for travel and stay (Booking of tickets

National Good Laboratory Practice Compliance Monitoring Authority

Document No: GLP-100 Information Brochure

Issue No: 09 Issue Date: 09.05.2022 | Page 14 of 15




11.

12.

and accommodation) of the inspection team shall be made by QCI in consultation with
the TF and inspection team. However, the TF would be required to arrange local travel
of the inspection team in the city of the TF. After the inspection is over, QCI shall raise
an invoice to the TF for the arrangements made for the inspection for reimbursement.
There shall be no monetary exchange between the TF and any member of the inspection
team.

Any changes in the TF organization, change in name, address, legal status, etc. should be
intimated to NGCMA.

For any additional information/ clarification regarding GLP certification, please contact
NGCMA Secretariat at the following address:

National GLP Compliance Monitoring Authority
Department of Science & Technology
Technology Bhavan, New Mehrauli Road

New Delhi-110 016

Website: https://dst.gov.in/ngcma

E-mail: ekta.kapoor@nic.in

Tel: +91-11-26590 249
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[Mstifications relating to Non-Statutory Rules, Regulatidns,
sz Minstiies of the Government of India (other than

>y

by the Supreme Court]

aFTE AT ArfEr garaT
(Fras st starfna fawmr)
e fEEET-1 100106, fEat®: 5 s 2002

FTF

Ho®) Tx A[STTAGT-2/2002 WILT GIFT @I

77 A% VeIl T7 7194 WA GF 995qT F g9y
T EIT geuaw gafas $T @ oy BECIEURRILE
T B AEAA[TATA TIA A ¥ o g O
ATTET AT+ 9T Tredla qorredt 1 sraregswar w1
1gYE 10 g0 AMAET AT BT SEIAIHF Flg e
rz fesRwRT (@) £ 9 &) & 9w sAmar aEmd F
HETE UF A1 AT MAINE & sranT ax O Ao
rifemen wfzw R &1 ST FAT 8, o7 Tw gFET F
TRIAR WY FT F FwrAT I 9 faay freafrfad

A
ARYY Rl 1=+
aEQE

voale, A g StafEy fasr, fase site
Syt qare

B

to

gfvier, = «1a7 a4 o 21 wyraT faam, @A v
W FNTY

39 UF sgwfaw fawm, sfe gaem
=AvEey fama, saveen nF afw@r wewp

afaw,

(o>

4 giwe,
e

El ng‘fﬁ'dﬁ'ﬁ(ﬂ’r’?ﬁ'), farer d3; qgrfad e

=11

Sy

@ G’F’F"ﬂ_‘l’,
arfosa fqarm,
TS oF Ity garEy

7 wfem;
TAYETey TF q7 gavery

ktres A0
Wm{)/’ Wb

\

Orders and Resolutions issued |
the Ministry of Defence) and ]

8 &fsag,
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TAAT U7 SAF AATAT

9

10
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afgq,

ITATFIT JIHAT FT fasmr
SN IR, @A TF WAafF g g

T{ﬁrfﬁ% QTEB')
qY T oTE A1 0@
afaa—3T 07 avg aTv

gIer--gfag

THG-XCET ST TT 41 F1TF5
fasra i Stefrsr s

ot us v srfasr gror feeaiafes afasn or
w1t &7 figen fHar o1
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(i)

(iii)

(iv)
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fagiat & arare 77 a7ew ghrasy & fao
U AT CT G AANAH[HTNET 0T
Fip TATYFT FEAT |

IOy  JANMAEAT JIAZT F AT £ @
fagiai Tx &t £ 47 & adtaw fawrfaduy
¥ sAarAR 9T ATATHE TN iR arsy
F1 ST O 1 FRor TI1T FIAT |

Tarford qer glaamet U game s
st oA 7 gxw # fafag el
A1TH AT ATATAT FATT FAT, AT AT
AEATFT 37 AL RHAYT A T @
A gtz wifadar (o € 6 @
qzer ez ¥ gafad) F7 afaq@ w77
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(V) & SHELH 7 TFAR amﬁt?ﬁ/ﬁrqga} e ‘

A sa w7 fq¥ fFgt @7 @19 7
A@AFAT AT FAFT W LW TR P
fausa® e AFQF quAr IO 4]

(iv)  ardwn asn=t fafef it srdes &
AT ¥ FF A3 31 Fraf Y
ard faaal OF ghFwel A TN T
FEAT

(viil) a8 gfafeaa #2ar @ s s oF oF qqa
AT [T @ qiggr & € &
T & w19t & Sqar WA F W Y,
et gaxfsdrr oy cqafeqFar Az arwafiw
sfwaT &1 ST @ o7 7 8, AT

(viii) =98 7 7 @1 wyifog sAwweE ¥ fag
fratrea] sfratfa ?v‘rwr‘r 7 amfm:r qF
TR TEAT |

3 g S1AwT ¥ we Tt ¥ AJ7-977 Freafatagn w7

Tfeg@ar F v 7% @

(1) zsmd & qeries 3297 g7 Wy Grmaw
TEFT T FAT I3 qAAW IR
T fRaT spumn Sy .v:rrse;m ST e qF
RITET wiAlenT grfgnzr 7 S g @
TRITT TR TLAT girarai/a et ¥
TR v §
(2) s favra ® TfaFor ey A § & & g
7"'? qUT Y OF G AANAT FATTITATH |
TRVETT @Fﬁ“rra* w1 HIFAT ST FAT ATCEH
fRar sTIar
(3) W Fmrgs MTEEIT @I TR aeRw
ST F 0 AW ENww FeAr At
qIEtT FiwE 1 OGIH  Taw  SEMTWED
saagre & o £ A g fegial oz oy € @
o acimw fewr frawt F aare frar war
S "

(4) g« fZaT AT av3g AT FT wfge F2
F g B0 T AT HTHAT QAT FT Ia% feat
U AT AR AL T FIY & AT Arw
ATAT AT oF gAfFa ArsAr F 7 F 0F
sgqfe gfegea F ®TF sy JT g7 9
e wifawor &1 T5T FIF ¥ fAC

FIAT FATAT | m

4 wifgsor @ier |ig AT Fg w 3T fﬁ"c:f% f‘a‘w”?/.lﬁ 101
Asstt Controller (Business)

famest #r ferfer wt ar gwdr 3

e Bedr ST, sﬁ% @ mrAEvet ¥ e
| ATteRT Al & fog oo aawanﬁ % q17 9T
fparal & qafaa SRt SEEITE A -

SRR FXM AT g FANITET AT AA) AAITRT
qrtexa & fagial qe st € & € g A avaar
SR T 1T FAifaq w17 ¥ qafaq ww aifeat
#7 fagg aar ,rati\sg%r qHAE FIAN TG |

Figw

wgW fem s @ o awewrwr oy sk wew
LR F QA Fanerai/faamt, @ Uow axwrId HiT
qw ¥ wwl FAifaw grawai R affaa & e

7g ¥l AW fear wiM@ e gw gEer FY s
wrasTd & fe wre % T i’rsrq:rﬁzra G owiE

«rfqa'm w’ve, TaHRS wfaa

T wE AT At

\ THeq o gEek qamar
(wesfa faam)
7§ faeety, fawiw 25 TN 2002
do  4-15[97 Tx-IIfT T w: UFT wrA
gagrar wfafa & z4-4—.°00> Al q5F H
fog a0 AT & sda &, wfefi § g g F

qaiARET ¥ faz:tﬁ 997 ﬁfaafsﬁ & famn 57 %* HAATT
F Tma g GfRast §

frearare afvzda frg €
frere g=dr 3 (i)

Heqer — AN 7Y (TR7), dJEph fawer[waraw,
HIE ATHTT | i

giew fagr WraT T/ % X TH ghifels
fadws, gfaw afft Tedla @A AgEg, qer d
Fo 2, frndr f5fa, AUTA-462013 T Erf‘wa ) -:,;rq |

L; )q'@'sﬁanasrfam T3 ﬁaga FHT B 0w

FIAMET W@ T U ¥ sife fRaT g
drodto fag, s wT
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MIN] STRY OF SCIENCE AND TECHNOLOGY
(DnPARjMENT OF SCIENCE AND
: :  TECHNOLOGY) .

- New Delhi, the 5th August 2002
RESOLUTION

No. DST/GLP-2/2002.—The Government of
India, recognizing the need to have the national

system of GLP Compliance Monitoring, for giving -

recoguition/certification " ‘to " the test facilities/

laboratories engaged in conducting safety studies,

with respect to human health and envirc nment, on
chemicals or their products, on the basis of Organi-
sation for-Economic Co- -operation and Devel~pment
(OECD) Principles of Goaod quoratory Practices
and QECD norms, resolves to-constitute with effect
from the date of publication of this: -Resolution, the
GLP Authority consisting of foliowing msmbers,
namely — il

44

C h41rman

AT

S°cret.ary, epa; tment of Science and -

: Technol:)gy, mestry of Sclence and .
,'Techuology ! ;

B T T T

en

Secretary, Department of Chemicals & -
<+« Petrochemicals, Muustw of Chemlcals ‘
and Fertilizers - ; A :

.\\)

. 3. Secretary, Department of Agriculture '
.-and Cooperation, Ministry of Agriculture

4. Secretary, Department of Health, Ministry -
of Health & Family welfare,

5. Drugs Controller General (India)
Directorate General of Health Services

o

Secretary, Department of Commerece,
Ministry of Commerce & Industry

7. Secretary, Ministry of Bnvironment & Forests

oL

3. Secretary, Department of Fertilizers
Ministry of Chemicals & Fertilizers

9. Secretary, Department of Consumer Affairs
Ministry of Consumer Affairs, Food & Public
Distribution

10. Director General, CSIR & Secretary--DSIR

Member-Secretary

[{. Head—National GLP ngramme
Deptt. of Science & Techoology

2. The GLP Authouty shall exercise. the follow- .
ing powers & functions ;

(1v) suspend/thhdraw and/or ~termmate GLP
‘Certification from its certified test tacxl tits/

] la.baratones and/)rr-mayi« even . inform

e .relevant  GLP . C ‘mpliance Monitcring
‘ Authﬁrltxes (belnngmg to -OBCD i member

or neea or actmty

(vx) approve the rales and ’ncedure' hat may
‘be formulated for the“smooth * funchomng
of the programme, Technical COmmlttee
and Working Gfoups, e :

;- 4vii) ensure ‘that /NationalsGLP “Compliance
> ‘Monitorifig/Authotity eperates jts system
@ ro0 inaccordance with current QECH Couq,;l
norms; maintain its intérnatioral compatj-

blllty and mutual recognmon and

(viii) organize and conduct scheduled/unschedul—
ed inmspections for its GLP-certified
laboratories.

3. The Programme would inter alia envisage

(1) Indian Regulatory Authorities, for the pur-
pose of the assessment of chemlcals would start
accepting only that test data which i is from the test
facilities/laboratories having the GLP-Certxﬁcatxon
from National GLP Compliance Momtonng
AuthOAuy

(2) Indian Regulatory Authorities would start
giving the recognition to the test studies from
OECD member countries and GLP-Compliance
laboratories/test facilities.

(3) Indian Regulatery Authorities wc uld accept,
the assurance from.another member country that
test data have been generafed in accerrdence with
_OECD. mecxples 0£$3Qd laboratory Practice and

OECD Test Guidelines. :

rsfm’/rfo
W)o)m

Asstt Controller (Business)
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(4) Enactmg a law, involving all thg mterests
and the concerned agéncies, both govermental and
non-governmental for entertaining tﬁelr interests as
well as obligations, as an integrated scheme of the
Goverament of [udia, for constituting the- Naticnal
GLP Compliance = Monitoring Authority, as a
copstitutional entity.

»

4. The Authority may appoint -experts for faci-

lttzting the work-assigned to it.

5, The National GLP Compliance -Monitoring
Authority shall have a Cell, which will function
under the administrative control of Department of
Science & Technology: Head, National GLP Comp-
lizace Monitoring Autbority would -implement the
decisions of the *:GEPAuthority, conduct day-to-day
aciivities of the Progtammesin accordance with the
prescribed procedutes; exchange with other member
COUntrles relevant information concerning  their
" procedures  for momtormg ‘compliancés as per
OECD norms'and to maintain international liaison
and discharge other- functions relevant to recogni-
tion and implementing ‘the ‘OECD series on
Principles of . Good Laboratory Practxce and
. .Comphance Momtonng, i
GRDER b

f
Ordersd that a- copy-of the*Resolution be ¢htfimunj.
cated to all the Ministries/Departménts, Govern-

ment of [adia, “all’ the State Governme o st

‘Seientific: Insututtom in* the" country

« - Ordered. alsa that the. Resoiunom bcfpubm,bcd
in thc Gagette of Indxa for gencxa] ir

AMITABHA PANDE Jomt Sccret(cry

MINISTRY OF TOURISM & Cu:! TURb.
: (Depariment of Cultuze) ...
Ne.w Delhi, the 25th July, 2002
KESOLUTIQN :

; No 4-15/97-M. II/A&A. In. Puzsuance= of. zhe
decmwn taken.in its meeting.on.244-2002, the Rash-
triya ‘Manay Sangrahalaya:Samiti, gwith the. pmr
-upproval of the Government -of. India,; lkave; .in
accordancemth Rule 57.of. the Rules» m&cgm-
+tions; made the. fouovgxqs aJLenaﬁomtk% Ritles

fand,Rcs_ulahans :0f thegResb{m,yg& Mamv.&gagmp -

Jeya Samiti, .
Rule No. 3(i)

President—Minister-in-charge (ex-oﬂ‘idﬁ)."‘ﬁbb;it;'
ment/Miaistry .of euwx:e,,c}oyugpent of -India,;

Ordered that a cOpy of thlsb”Resbinhonbe,nomm-

*nicated to the Director, Indira Gandhi' ‘Rashtriya

Manay Sangrahalya, Post Bag No.2: Shamda Hills,
Bhopal.462013 e -

Ordieedplaissth that-: m:mwmfwmm phbmhcd
in the Gazette of India for generdmt‘ormamn

OBIPYSINGH
mﬂﬂ‘ &ﬂ‘c(ar’
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