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1. 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. 

 

2. 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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2.3.3 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. 

 

 

2.4 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) There is increased business opportunity for Indian GLP-certified TFs/ Contract 

Research Organizations (CROs). 

 

 

3.    OECD Programme on GLP 

 

3.1 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.  

 

3.2 The above system has been in operation since then. The revised OECD Principles 

of GLP and Compliance Monitoring (1997) are being followed.  

 

3.3 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. 

http://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. 

 

 

4.  Organizational Structure of NGCMA 

 

4.1  GLP Authority 

 

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 I (True copy of Notification published in the 

Gazette of India, Part I, Section 1, on August 31, 2002). 

 

4.2  NGCMA Secretariat  

 

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. 

 

4.3 Responsibilities of NGCMA Secretariat 

  

4.3.1 To implement the National GLP programme. 

 

4.3.2 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. 
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4.3.7 To inform 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 To issue 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”. 

 

 

4.5  GLP Inspectors 

 

4.5.1 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 
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NGCMA or OECD’s Working Party on GLP for conducting GLP 

inspections and Study audits.   

 

5.  Nature of the National GLP Programme 

 

5.1  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.  

 

5.2  NGCMA will maintain a list of GLP-certified TFs.  

 

5.3  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.   

 

5.4  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). 

 

Note: Indian RAs would have a similar access in OECD-member and non-member MAD 

adherent countries 

 

5.5  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”. 

 

6. 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 
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g) Medical devices (Applicable only for Bio-compatibility, not applicable for batch 

release parameters) 

h) Pharmaceuticals (Human) 

i) Pharmaceuticals (Veterinary) and 

j) Viruses 

 

6.2  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.  

 

6.3  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. 

 

6.4  The scope also covers non-clinical health and environmental safety studies conducted 

in the laboratory, green houses and in the field. 

 

6.5  The TFs having the facilities relating to the following areas of expertise can apply to 

the NGCMA for GLP certification: 

 

a) Physical-chemical Testing 

b) Toxicity Studies 

c) Mutagenicity Studies 

d) Environmental Toxicity Studies on Aquatic and Terrestrial Organisms 

e) Studies on Behavior in Water, Soil and Air, Bio-accumulation 

f) Residue Studies 

g) Studies on Effects on Mesocosms and Natural Ecosystems 

h) Analytical and Clinical Chemistry Testing 

i) Other Studies (Specify) 

 

7  Salient Features of GLP Certification 

 

7.1  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.  

 

7.2  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.  

 

7.3  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. 
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7.4  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.  

 

7.5  It provides a means to Indian TFs, involved in conducting safety studies, to 

demonstrate their capabilities as per OECD Principles of GLP. 

 

7.6  It facilitates mutual acceptance of test data generated for submission to regulatory 

authorities amongst OECD MAD-adherent countries.  

 

7.7  It enables exchange of information with other OECD MAD adherent countries, 

concerning their procedures.  

 

7.8  It ensures access to the information, including information focusing on a particular 

study to another OECD MAD-adherent countries.  

 

7.9 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. 

 

8  GLP Certification Process 

 

8.1  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. 

 

8.2 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 



National Good Laboratory Practice Compliance Monitoring Authority  

Document No: GLP-100 Information Brochure 

Issue No: 09 Issue Date: 09.05.2022 Page 11 of 15 

 

 

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 If a TF 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 
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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”. 

 

9  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.  
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10 List of the Documents Published by OECD 

 

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

 

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

 

2.  Revised Guides for Compliance Monitoring Procedures for Good Laboratory 

Practice (1995). 

 

3.  Revised Guidance for the Conduct of Laboratory Inspections and Study Audits 

(1995). 

 

4.  Quality Assurance and GLP (1999). 

 

5.  Compliance of Laboratory Suppliers with GLP Principles (2000). 

 

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

 

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

 

8.  The Role and Responsibilities of the Study Director in GLP Studies (1999). 

 

9.  Guidance for the Preparation of GLP Inspection Reports (1995). 

 

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

 

11.  The Role and Responsibilities of the Sponsor in the Application of the Principles of 

GLP (1998). 

 

12.  Requesting and Carrying Out Inspections and Study Audits in Another Country 

(2000). 

 

13.  The Application of the OECD Principles of GLP to the Organization and 

Management of Multi-site Studies (2002). 

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

 

15. Establishment and Control of Archives that Operate in Compliance with the 

Principles of GLP (2007). 

16. Advisory Document of the Working Group on Good Laboratory Practice -Guidance 

on the GLP Requirements for Peer Review of Histopathology (2014). 

17. Advisory Document of the Working Group on Good Laboratory Practice - 

Application of GLP Principles to Computerised Systems (2016). 
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18. OECD Position Paper Regarding the Relationship between the OECD Principles of 

GLP and ISO/IEC 17025 

19. Advisory Document of the Working Group on Good Laboratory Practice on the 

Management, Characterisation and Use of Test Items 

20. Guidance Document for Receiving Authorities on the Review of the GLP Status of 

Non-Clinical Safety Studies 

21. Position Paper Regarding Possible Influence of Sponsors on Conclusions of GLP 

Studies 

22. Advisory Document of the Working Party on Good Laboratory Practice on GLP 

Data Integrity 

 

The 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. 

 

 

11.  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 

(Applicable to GLP-certified TFs 

only) 

Rs. 30,000/- (Non-refundable) 

 

Travel expenditure on account of 

inspectors’ visit to TF for GLP 

inspections of NGCMA 

  

 

a) Economy class Airfare/ AC-2 Tier 

Train fare and local transportation 

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 
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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. 

 

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

intimated to NGCMA.  

 

12. 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 

 

 

 

 
 

mailto:ekta.kapoor@nic.in











