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Submission of Applications to Review
Committee on Genetic Manipulation (RCGM)

III

In the light of extensive range of activities being undertaken in recombinant

research in the country and data requirements for specific stages of research

and development, DBT has restructured the forms for submission of applications

to Review Committee on Genetic Manipulation (RCGM). The forms have been

classified into various categories and numbered accordingly. Formats for issue

of approvals have also been included. The following sections provide general

guidelines to the applicants for facilitating compliance and timely processing of

their applications and the list of applicable forms for various activities.

1. General guidance for applicants
i. Appropriate application forms to be used by the applicant for submitting

applications to IBSC & RCGM to avoid inconvenience and delays.

ii. All the applications should be signed by the applicant and countersigned

by the Chairman, IBSC.

iii. Applications for consideration of RCGM to be submitted at least three weeks

prior to the ensuing RCGM meeting.

iv. Applications for the conduct of confined field trials (event selection trial

and BRL-I) to be submitted to Member Secretary, RCGM at least 60 days in

advance of the proposed trials.

v. The applications to be submitted on A4 size paper, and the font used should

be clearly legible ( preferably Arial 12 may be used with at least 1" margin on

the left hand side).

vi. All the dossiers including proposed protocols, preclinical study reports,
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biosafety data etc to be submitted in spirally bound copies (no files of any

sort to be used).

vii. All the enclosures (including dossiers) to be submitted to RCGM to be printed

on both sides.

viii. All enclosed documents should be properly listed, pagenated and numbered

sequentially in the same order. Annexures should be flagged.

ix. The enclosures to be numbered in continuation. If different reports  bound

together have different page numbers,  the same may be renumbered manually

to provide continuity for referring by the Members and must be properly

indexed.

x. Annexures as mentioned in the form to be attached properly, (preferably

using tagged) so that they are not unnoticed during circulation.

xi. GLP certificate to be submitted with the application to RCGM by the applicant

in case of preclinical toxicity studies.

xii. Any figures, diagrams, pictures (such as those of gels) and photographs

included in the dossier and shown in presentation slides to be clearly labeled

as well as visible, preferable in colour.

xii. The units for all the values in the application form and enclosed documents

to be provided

xiv. Apart from the approval of IBSC, the r-DNA activities under consideration

which may require approvals from other regulatory agencies such as DGFT

and Animal Ethics Committee to be mentioned.

xv.  Quality assurance certificate to be submitted by the head of the institution

and verified by the regulatory head of the Organisation.

xvi. The information/data to be covered in the presentation to be made to RCGM

should be covered in the study reports/dossiers submitted already.

xvii. The presentations ( font and colour )should be made in such a manner so

that they are clearly visible upto a distance of 15 metres.

xviii. An executive summary to be made available for circulation at the time of

presentation (should be attached with the application also).

xix. A soft copy of the executive summary and the dossier is to be provided in a

CD(2Nos.) for record by the regulatory authorities.

Submission of Applications to RCGM
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2. Application forms
The category wise list of forms for various activities and stages of the development

process of GMOs /LMOs is given below followed by the text of the forms. The

electronic copy of the forms is provided in the enclosed CD and available at

http://dbtbiosafety.nic.in and http://www.igmoris.nic.in

A. IBSC Registration and Reporting

Form A1: Application for registration of an Institutional Biosafety Committee

(IBSC)

Form A2: Application for renewal of IBSC

Form A3: Annual Report of the IBSC to RCGM

Form A4: Medical Surveillance Report

Form A5: Confidentiality agreement with IBSC members including DBT nominee

B. Import, Export, Transfer and Receive

Form B1: Application to RCGM for import of GMOs/LMOs and product(s)

thereof for research and development purpose.

Form B2: Permit letter  for authorization to import of GMOs/LMOs and products

thereof for research and development purpose

Form B3: Application to RCGM for export of GMOs/LMOs and product(s) thereof

for research and development purpose.

Form B4: Permit letter  for authorization to export of GMOs/LMOs and products

thereof for research and development purpose

Form B5: Application to RCGM for receiving GMOs/LMOs and product(s) thereof

for research and development  purpose within in India.

Form B6: Permit letter for authorization to receive GMOs/ LMOs products

thereof for research & develoment purpose within in India

Form B7: Application to RCGM for transfer of GMOs/LMOs and product(s)

thereof for research and development purpose within India.

Form B8: Permit letter for authorization to transfer GMOs/LMOs and products

thereof within India

Submission of Applications to RCGM
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C. Activities involving Research, Production, Preclinical Studies of
GMOs in Healthcare

Form  C1: Information to RCGM to carry out research  involving GMOs/LMOs

for development of r-DNA products for healthcare and industrial use

Form C2:Information on record taken by RCGM for research involving GMOs/

LMOs for development of rDNA products for healthcare and industrial use

Form  C3: Application to RCGM to conduct preclinical and/or safety studies of

rDNA products developed using GMOs/LMOs for healthcare, industrial or any

other use.

Form C4:Permit for conduct of preclinical safety studies of rDNA product(s) in

healthcare

Form C5:Format for submission of preclinical or other safety studies report of

rDNA  products developed using GMOs/LMOs for healthcare, industrial or

any other use

Form C6:Recommendation of rDNA product(s) for healthcare use to DCG(I)

for the appropriate phase of clinical trial

D. Activities involving Research and Safety Studies of GE Plants.

Form D1: Information to RCGM to carry out research involving GMOs/LMOs

for agricultural and environmental applications

Form D2: Information on record taken by RCGM for research involving GMOs/

LMOs and development of rDNA products for agricultural and environmental

applications

Form D3: Application to RCGM for approval of biosafety protocols/ studies for

safety assessment of GMOs/LMOs for agricultural & environmental use.

Form D4: Permit for conduct of safety studies of GMOs/LMOs for agricultural

and environmental use.

Form D5: Format for submission of safety studies of rDNA products of

GMOs/LMOs for agricultural and environmental use.

Submission of Applications to RCGM
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A: IBSC REGISTRATION
AND REPORTING
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1. Name and address of the Organisation:

________________________________________________________________________

________________________________________________________________________

Phone, fax & email: _______________________________________________________

2. Head of the Organisation:

(Please provide contact details including postal address, phone, fax and e-mail)

________________________________________________________________________

________________________________________________________________________

Phone, fax & email: _______________________________________________________

3. Contact Person/(Proposed Member Secretary):

(Please provide contact details including postal address,  phone, fax & e-mail)

________________________________________________________________________

________________________________________________________________________

Phone, fax & email: _______________________________________________________

4. Proposed activities/projects to be undertaken:

________________________________________________________________________

________________________________________________________________________

5. Indicate the list of organisms/genetically engineered organisms to be used:

________________________________________________________________________

________________________________________________________________________

6. Category of biosafety level as per the Recombinant DNA Safety Guidelines, 1990

issued by Department of Biotechnology:

________________________________________________________________________

________________________________________________________________________

APPLICATION FOR REGISTRATION OF AN
INSTITUTIONAL BIOSAFETY COMMITTEE (IBSC)

FORM A1
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7. Containment facilities available for rDNA activities:

a. Laboratory set up

________________________________________________________________________

________________________________________________________________________

b. Greenhouse/nethouse (Details may include structure, size, size of the mesh etc.):

________________________________________________________________________

________________________________________________________________________

c. Any other specialized facility

________________________________________________________________________

________________________________________________________________________

8. Proposed composition of IBSC:

9. Suggestion for suitable experts (3 nos.) working in similar area who could be

identified as DBT nominee:

________________________________________________________________________

________________________________________________________________________

10. Please provide a brief write up about your organisation including details of

infrastructural facilities available to carry out r-DNA activities in not more than

500 words:

________________________________________________________________________

________________________________________________________________________

________________________________________________________________________

Date: (Head of the Organisation)

Name

Chairperson

Member Secretary

Members (3 or more scientists engaged in

rDNA molecular biology)

Outside experts in the relevant discipline

Medical officer/ Biosafety officer

(Copies of CVs to be attached)
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1. Name of the Organisation:

________________________________________________________________________

2. Head of Organisation:

________________________________________________________________________

3. Complete address:

(Please provide contact details including postal address, phone, fax and e-mail)

________________________________________________________________________

________________________________________________________________________

4. Date of constitution of IBSC:

(Please provide the copy of the O/M issued by DBT)

________________________________________________________________________

________________________________________________________________________

5. DBT Office Memorandum No.:

________________________________________________________________________

6. Present composition of IBSC:

APPLICATION FOR FOR RENEWAL OF AN
INSTITUTIONAL BIOSAFETY COMMITTEE (IBSC)

Name

Chairperson

Member Secretary

Members (3 or more scientists engaged in

rDNA molecular biology)

Outside experts in the relevant discipline

Medical officer/ Biosafety officer

FORM A2
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7. Number of meetings held in last three years:

________________________________________________________________________

8. Whether you have submitted minutes of all the meetings held:

Yes No

9. Brief overview of activities undertaken and GMOs handled:

________________________________________________________________________

10. Proposed composition of IBSC:

11. Updated status of containment facilities:

a. Laboratory set up

________________________________________________________________________

________________________________________________________________________

b. Greenhouse/nethouse (Details may include structure, size, size of the mesh etc.):

________________________________________________________________________

________________________________________________________________________

c. Any other specialized facility

________________________________________________________________________

________________________________________________________________________

Name

Chairperson

Member Secretary

Members (3 or more scientists engaged in

rDNA molecular biology)

Outside experts in the relevant discipline

Medical officer/ Biosafety officer

(Copies of CVs to be attached)
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12. Suggestion for three suitable experts working in similar area who could be identi-

fied as DBT nominee:

________________________________________________________________________

________________________________________________________________________

13. Please provide a brief updated write up about your organisation including details

of infrastructural facilities available to carry out rDNA activities in not more than

500 words :

________________________________________________________________________

________________________________________________________________________

________________________________________________________________________

________________________________________________________________________
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1. Name of the Organisation:

________________________________________________________________________

2. DBT Office Memorandum No.:

________________________________________________________________________

3. Date of IBSC constitution:

________________________________________________________________________

4. Composition of IBSC:

Chairperson: _____________________________________________________________

Member Secretary: _______________________________________________________

DBT Nominee: ____________________________________________________________

Members: _______________________________________________________________

Outside Experts: __________________________________________________________

Biosafety Officer/ Medical Officer: ___________________________________________

5. Changes in IBSC composition during the year, if any:

________________________________________________________________________

6. Details of IBSC meetings during the year:

a. Number of meetings held: _____________________________________________

b. Dates of each meeting: _________________________________________________

c. Whether the minutes have been sent to RCGM:

Yes No

d. Whether the details have been posted on the http://dbtbiosafety.nic.in:

Yes No

ANNUAL REPORT OF THE INSTITUTIONAL
BIOSAFETY COMMITTEE TO RCGM

FORM A3



55

7. Examination & Clearance of the proposals during the period:

S.
No.

Title of the
project

Principal Investigator/
Project Coordinator

Risk category
as per rDNA Safety

guidelines, 1990

Status of approval
by IBSC and RCGM

(if forwarded)

8. Import/ Exchange of material for Research/Training:

________________________________________________________________________

9. Pilot operations/confined field trials conducted during the period:

________________________________________________________________________

10. Whether all projects approved by IBSC are being carried out:

Yes No

11. Whether all projects approved by RCGM are being carried out:

Yes No

12. Training programmes related to biosafety:

a) Programmes conducted in-house

________________________________________________________________________

b) Participation in national/international programmes

________________________________________________________________________

13. Yearly health surveillance (as applicable) conducted:

Yes No

14. Whether the appropriate waste treatment & disposal facilities are being used in

all projects to avoid risks to the environment?:

Yes No
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15. Accidents, if any & emergency measures taken:

________________________________________________________________________

________________________________________________________________________

________________________________________________________________________

________________________________________________________________________

16. Any other relevant information:

________________________________________________________________________

________________________________________________________________________

________________________________________________________________________

________________________________________________________________________

Date: (Head of the Organisation)
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1 Personal Details

i. Name of the Organisation:

____________________________________________________________________

ii. DBT Office Memorandum No.:

____________________________________________________________________

iii. Name of the personnel:

____________________________________________________________________

iv. Designation

____________________________________________________________________

v. Department: _________________________________________________________

Phone: ______________________________________________________________

Email: _______________________________________________________________

DOB: ________________________________________________________________

2. Contact with products of rDNA Technology

Please indicate rDNA products, tissue, blood, or biological agents that you work

with (tick yes or no):

i. Do you work with recombinant DNA technology? If yes, please specify

Yes No

ii. What is the biosafety containment level requirement of organisms handled by

you?

 BSL-1 BSL-I IBSL-III BSL-IV

iii. Do you work with human blood products or human tissue?  If yes, please

specify

Yes No

MEDICAL SURVEILLANCE REPORT

FORM A4
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iv. Do you work with animal blood products or animal tissue? If yes, please

specify

Yes No

3. Medical History

i. Have you had any change in your health status in the previous year? If yes,

please describe

Yes No

ii. Have you developed any chronic illness in the past year? If yes, please describe

Yes No

iii. Have you developed any new allergies in the past year? If yes, please describe

Yes No

iv. Have you been told by a physician that you have an immune compromising

medical condition or are you taking medications that impair your immune

system (steroids, immuniosuppressive drugs, or chemotherapy)?

Yes No

4. If yes to any of the above, please attach a medical surveillance
report certified and signed by the registered medical practitioner in
the following format:

i. Date of health surveillance

________________________________________________________________________

ii. Test or examinations performed and results

________________________________________________________________________
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As a member of the Institutional Biosafety Committee (IBSC) constituted by the

__________________________________________________________________  (Name of

Organisation) as per provisions of “Rules for the manufacture, use/import/export and

storage of hazardous microorganisms/genetically engineered organisms or cells, 1989”

notified by the Ministry of Environment and Forests (MoEF), Government of India under

the Environment (Protection) Act, 1986.

I hereby declare that I am aware of my obligations to respect confidentiality of applica-

tions, issues and other matters placed before the IBSC and discussed thereupon, during my

entire tenure of membership of IBSC. I hereby solemnly agree and undertake to maintain

the confidentially of the proposals and other related information made available to me for

review, reference or discussion. I hereby further agree and undertake not to divulge any

confidential or Intellectual Property (IP) or commercial business information (CBI) of the

organisation/institute acquired as a result of my review of such proposals and subsequent

discussions arising there from.  I shall also respect the confidential nature of the opinions

expressed by other IBSC members or experts during discussions in meetings or provided in

written form and would not divulge the same to any person, press or media.

I also agree that I would avoid any conflict of interest such as relationship with any

applicant, financial interest and providing any consultancy, advice, services as an indi-

vidual/scientist to any applicant except of the academic, scientific and intellectual nature.

Executed  at:  __________________________________________on (Date) _______________

Signature :

Name & Address:

CONFIDENTIALITY AGREEMENT WITH
IBSC MEMBERS INCLUDING DBT NOMINEE

FORM A5
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B. IMPORT, EXPORT,
TRANSFER AND RECEIVE
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1. Name of the Applicant: ___________________________________________________

Designation: _____________________________________________________________

Contact Address: _________________________________________________________

Telephone No.: ___________________________________________________________

Fax No.: _________________________________________________________________

e-mail: __________________________________________________________________

2. DBT Office Memorandum No.: ____________________________________________

3. Objectives  of the proposal: _______________________________________________

4. Description of the GMOs/LMOs and product thereof (in scientific terms):

(a) Morphology

________________________________________________________________________

(b) Physiology

________________________________________________________________________

(c) Pathogenicity, if any

________________________________________________________________________

(d) Number of copies of the genes incorporated

________________________________________________________________________

(e) Status of approval is country of origin.

________________________________________________________________________

5. Details on:

(a) Source of nucleic acid(s):

________________________________________________________________________

APPLICATION TO RCGM FOR IMPORT OF GENETICALLY MODIFIED
ORGANISMS (GMOs)/LIVING MODIFIED ORGANISMS (LMOs) AND

PRODUCT(S) THEREOF FOR RESEARCH AND DEVELOPMENT PURPOSE

FORM B1
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(b) Nucleic acid sequence (Please enclose the nucleic acid sequence map of the

target gene):

________________________________________________________________________

(c) Vector(s) (Please enclose the map of the vector gene):

________________________________________________________________________

(d) Sequence of the genes incorporated/ to be incorporated into the host organism.

________________________________________________________________________

(e) Host(s) that carrying the vector(s)/ target gene(s):

________________________________________________________________________

(f) Manipulative procedures used:

________________________________________________________________________

6. Quantity of GMOs/LMOs and  products thereof to be imported:

(Please specify the number and type of total packs such as vials, plates etc and the

size/quantity in each pack)

________________________________________________________________________

7. Details of earlier imports:

7.1 Whether the proposed GMOs/ LMOs and products thereof was imported

earlier:

Yes No

If yes, provide the copy of relevant permit issued previously and quantities

imported (please specify the number of total packs such as vials, plates etc and

the size in each pack and the total quantity as the case may be ).

7.2 Statement of utilization on the earlier GMOs/LMOs and products thereof

imported:

________________________________________________________________________

8. Proposed work plan

8.1 Summary of the proposed work plan utilizing GMOs/LMOs and  products

there of: (This should indicate schematic lab work, green house or any other

studies proposed to be undertaken)

________________________________________________________________________

8.2 Category (biosafety level) of experiments to be done as per the Recombinant _

DNA Safety Guidelines issued by DBT:

________________________________________________________________________
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9. Source and transport details:

9.1 Source of GMOs/LMOs and products thereof proposed to be imported:

Name of the Agency: ______________________________________________________

Contact person's name: ___________________________________________________

Address: ________________________________________________________________

Telephone No.: ___________________________________________________________

Fax No.: _________________________________________________________________

e-mail: __________________________________________________________________

9.2 Mode of Transport:

 Rail  Road  Air  Ship

9.3 Safety norms to be observed during transit:

10. Proposed containment facility:

(Please indicate the level of containment proposed)

11. Proposed decontamination, disposal mechanisms & risk management measures:

12. Any other relevant information:

13. Declaration:

I declare that the information provided in the above format is correct and accurate to

the best of my knowledge. The "Recombinant DNA Safety Guidelines" issued by the

Department of Biotechnology, Ministry of Science & Technology, Govt. of India will be

strictly followed. The imported material will be utilized for the said purpose only. In

case any untoward incident occurs, the Chairman of the IBSC and the Member-

Secretary of the RCGM will be informed immediately.

Date: Signature of the Applicant
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Forwarded:

The proposal set out above has been considered and approved by the "Institutional

Biosafety Committee" on its meeting held on____________________ and is forwarded

to RCGM for further necessary action.( copy of the minutes of relevant meeting en-

closed)

Date : Signature and Name of the Chairman, IBSC

Note:

1. Please submit 23 copies of the application along with the enclosures to the Member

Secretary, RCGM , Department of Biotechnology for consideration by RCGM

2. Enclosures should include

• Sequence map of the gene

• Vector Map

• Copy of the import permit, if issued earlier

• Copy of the Utilization certificate, if imported earlier

• Copy of the minutes of IBSC meeting in which the proposal was approved

• Copy of the Material Transfer Agreement duly signed by both parties
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PERMIT NUMBER: DATE OF ISSUE: ______________

DATE OF EXPIRY: _____________

Permittee

Name: _______________________________________________________________________

Organisation: _________________________________________________________________

Address: _____________________________________________________________________

Phone, fax & email: ____________________________________________________________

Subject: ______________________________________________________________________

AUTHORISATION: In accordance with the Allocation of Business Rules 1961 of Govern-

ment of India, as notified vide Notification No. CD-172/86 dated 27.02.1986 and Notifica-

tion No. CD-87-87 dated 31.01.1987 and the powers conferred through the Sections 6,8 and

25 of the Environment (Protection) Act, 1986 read along with the Central Government

Gazette Notification No. GSR 1037(E), dated 5.12.1989 issued by the Ministry of Environ-

ment and Forests, New Delhi and based on the recommendations of the Review Committee

on Genetic Manipulation (RCGM) in its meeting held on ___________, the Department of

Biotechnology hereby accords authorization to (Name of the organisation)

_____________________________________________ to import of (Name of the product)

___________________________________________________ from (Name of source agency

______________________________ for research and development purposes with proper-

ties indicated below, subject to the conditions mentioned in this letter.

PERIOD: The permit letter shall be in force from _________ to ______ unless it is sooner

suspended or cancelled under the said Rules.

DESCRIPTION OF GMOs/LMOs/MATERIALS:

1. GMOs/LMOs/material(s) to be imported: ____________________________________

2. Quantities of the material(s) to be imported: _________________________________

3. Purpose: ________________________________________________________________

PERMIT LETTER FOR AUTHORIZATION TO IMPORT OF  GENETICALLY
MODIFIED ORGANISMS (GMOs)/LIVING MODIFIED ORGANISMS (LMOs) AND

PRODUCTS THEREOF FOR RESEARCH AND DEVELOPMENT PURPOSE

FORM B2
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4. Source of material(s) (Name, Organisation, address): _________________________

________________________________________________________________________

5. Type of permit:

The permission is granted for import of (Name of the GMOs/LMOs and product

thereof) _________________________ by (Name of the organisation) ______________

within a period of _________________________________________ and in a single

shipment/a maximum of ___________________________ shipments.

6. Instructions for use:

i. No GMOs/LMOs are allowed for experimentation for commercial production/

manufacturing of the product without prior authorization from the Competent

Authority.

ii. All rDNA materials are to be destroyed and disposed of in accordance with the

Recombinant DNA Safety Guidelines, 1990 of the Government of India after con-

clusion of the experiments.

iii. All experiments to be carried out are to be documented.

iv. The applicant is directed to submit fresh application to RCGM with the ap-

proval of IBSC for information to carry our R&D work on the _________ respec-

tively and would submit the 'statement of utilization of the imported material

to this Department

v. Any other specific instructions

7. Condition(s) of issuance:

8. Mode of Transport:

 Rail  Road  Air  Ship

9. Handling and packing instructions:

The above _______________________________________________ mentioned herein

shall be handled, packaged and transported as specified in "r-DNA Safety Guide-

lines-1990" of the Government of India.
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Kindly acknowledge the receipt of the same

(Member Secretary, RCGM)

Copy for information to:

i. The Chairman, GEAC, Ministry of Environment and Forests, Paryavaran

Bhawan, CGO Complex, Lodi Road, New Delhi - 110 003

ii. The Director, NBPGR (in case of import of any planting material)

iii. M/s_________ (applicant)

iv. Office copy for file

v. Guard file
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1. Name of the Applicant: ___________________________________________________

Designation: _____________________________________________________________

Contact Address: _________________________________________________________

Telephone No.: ___________________________________________________________

Fax No.: _________________________________________________________________

e-mail: __________________________________________________________________

2. DBT Office Memorandum No.: ____________________________________________

3. Objectives  of the proposal: _______________________________________________

4. Description of the GMOs/LMOs and product thereof (in scientific terms):

(a) Morphology

________________________________________________________________________

(b) Physiology

________________________________________________________________________

(c) Pathogenicity, if any

________________________________________________________________________

(d) Number of copies of the genes incorporated

________________________________________________________________________

5. Details on:

(a) Source of nucleic acid(s):

________________________________________________________________________

(b) Nucleic acid sequence (Please enclose the nucleic acid sequence map of the

target gene):

________________________________________________________________________

APPLICATION TO RCGM FOR EXPORT OF GENETICALLY MODIFIED
ORGANISMS (GMOs)/LIVING MODIFIED ORGANISMS (LMOs) AND PRODUCT(S)

THEREOF FOR RESEARCH AND DEVELOPMENT PURPOSE

FORM B3
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(c) Vector(s) (Please enclose the map of the vector gene):

________________________________________________________________________

(d) Sequence of the genes incorporated/ to be incorporated into the host organism.

________________________________________________________________________

(e) Host(s) that carrying the vector(s)/ target gene(s):

________________________________________________________________________

(f) Manipulative procedures used:

________________________________________________________________________

6. Quantity of GMOs/LMOs and products thereof to be exported:

(Please specify the number of total packs such as vials, plates etc and the size/

quantity in each pack)

7. Details of earlier exports:

7.1. Whether the proposed GMOs/ LMOs and products thereof was exported

earlier:

Yes No 

If yes, provide the copy of relevant permit issued previously and quantities

exported (please specify the number of total packs such as vials, plates etc and the

size in each pack and the total quantity as the case may be ).

8. Recipient & transport details:

8.1 Details of recipient where GMOs/LMOs and Products proposed to be exported:

Name of the Agency __________________________________________________

Contact person's name ________________________________________________

Address _____________________________________________________________

Telephone No. ________________________________________________________

Fax No. ______________________________________________________________

e-mail _______________________________________________________________

8.2 Mode of Transport:

 Rail  Road  Air  Ship

8.3 Safety norms to be observed during transit:

9. Any other relevant information:
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10. Declaration:

I declare that the information provided in the above format is correct and accurate

to the best of my knowledge. The "Recombinant DNA Safety Guidelines" issued by

the Department of Biotechnology, Ministry of Science & Technology, Govt. of India

will be strictly followed. The exported material will be utilized for the said pur-

pose only. In case any untoward incident occurs, the Chairman of the IBSC and the

Member-Secretary of the RCGM will be informed immediately.

Date: Signature of the Applicant

Forwarded:

The proposal set out above has been considered and approved by the "Institutional

Biosafety Committee" in its meeting held on ______________ and is forwarded to

RCGM for further necessary action.( copy of the minutes of relevant meeting

enclosed)

Date : Signature and Name of the Chairman, IBSC

Note:

1. Please submit 23 copies of the application along with the enclosures to the  Mem-

ber Secretary, RCGM, Department of Biotechnology for consideration by RCGM.

2. Enclosures should include:

• Sequence map of the gene

• Vector Map

• Copy of the export permit, if issued earlier

• Copy of the minutes of IBSC meeting in which the proposal was approved

• Copy of the Material Transfer Agreement duly signed by both parties
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PERMIT NUMBER: DATE OF ISSUE: ______________

DATE OF EXPIRY: _____________

Permittee

Name: ____________________________________________________________________

Organisation: _________________________________________________________________

Address: ____________________________________________________________________

Phone, fax & email: ____________________________________________________________

Subject: ____________________________________________________________________

AUTHORISATION: This is in response to your letter No. ____________________ dated

____________ on the above mentioned subject. It is informed that your application was

considered by the Review Committee on genetic Manipulation (RCGM) in its meeting held

on ______________________________. RCGM noted the objectives of the proposal and

expressed that the committee has no objection for export of (Name of the product)

____________________________________________________________ to M/s. (Name of

the recipient organisation) ___________________________________ .

PERIOD: The permit letter shall be in force from ____ to ____ unless it is sooner suspended

or cancelled under the said Rules.

DESCRIPTION OF GMOs/LMOs/MATERIALS:

1. GMOs/LMOs/Material(s) to be exported: ____________________________________

2. Quantities of the material(s) to be exported in terms of number of total packs such

as vials, plates etc and the size/quantity in each pack etc.: _____________________

3. Purpose: ________________________________________________________________

________________________________________________________________________

PERMIT LETTER FOR AUTHORIZATION TO EXPORT OF  GENETICALLY
MODIFIED ORGANISMS (GMOs)/LIVING MODIFIED ORGANISMS (LMOs) AND

PRODUCTS THEREOF FOR RESEARCH AND DEVELOPMENT PURPOSE

FORM B4
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4. Export to: ________________________________________________________________

Name of Organisation: ____________________________________________________

Address: ________________________________________________________________

Phone, fax & e-mail: _______________________________________________________

5. Type of permit:

The permission is granted for export of (Name of the GMOs/LMOs and product

thereof) ______________ by (Name of the organisation) ____________ within a

period of _____________________ and in a single shipment/ a maximum of

________ shipments.

6. Condition(s) of issuance, if any, specified by RCGM:

7. Mode of Transport:

 Rail  Road  Air  Ship

8. Handling and packing instructions:

The above _________________ mentioned herein shall be handled, packaged and

transported as specified in "r-DNA Safety Guidelines-1990" of the Department of

Biotechnology, Government of India.

Kindly acknowledge the receipt of the same

(Member Secretary, RCGM)

Copy for information to:

i. The Chairman, GEAC, Ministry of Environment and Forests, Paryavaran

Bhawan, CGO Complex, Lodi Road, New Delhi - 110 003

ii. National Biodiversity Authority (as the case may be)

iii. M/s____________________________________________ (applicant)

iv. Office copy for file.

v. Guard file
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1. Name of the Applicant: ___________________________________________________

Designation: _____________________________________________________________

Contact Address: _________________________________________________________

Telephone No.: ___________________________________________________________

Fax No.: _________________________________________________________________

e-mail: __________________________________________________________________

2. DBT Office Memorandum No.: ____________________________________________

3. Objectives  of the proposal: _______________________________________________

4. Description of the GMOs/LMOs and product thereof (in scientific terms):

(a) Morphology

________________________________________________________________________

(b) Physiology

________________________________________________________________________

(c) Pathogenicity, if any

________________________________________________________________________

(d) Number of copies of the genes incorporated

________________________________________________________________________

(e) Status of approval is country of origin.

________________________________________________________________________

5. Details on:

(a) Source of nucleic acid(s):

________________________________________________________________________

APPLICATION TO RCGM FOR RECEIVING GENETICALLY MODIFIED
ORGANISMS (GMOs)/LIVING MODIFIED ORGANISMS (LMOs) AND PRODUCT(S)

THEREOF FOR RESEARCH AND DEVELOPMENT PURPOSE WITHIN INDIA

FORM B5
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(b) Nucleic acid sequence (Please enclose the nucleic acid sequence map of the

target gene):

________________________________________________________________________

(c) Vector(s) (Please enclose the map of the vector gene):

________________________________________________________________________

(d) Sequence of the genes incorporated/ to be incorporated into the host organism.

________________________________________________________________________

(e) Host(s) that carrying the vector(s)/ target gene(s):

________________________________________________________________________

(f) Manipulative procedures used:

________________________________________________________________________

6. Quantity of GMOs/LMOs and products thereof to be received:

(Please specify the number of total packs such as vials, plates etc and the size/

quantity in each pack)

7. Details of earlier received GMOs/LMOs & products thereof

7.1 Whether the proposed GMOs/ LMOs and products thereof was received earlier:

Yes No 

If yes, provide the date of relevant permit issued previously and quantities re-

ceived (please specify the number of total packs such as vials, plates etc and the

size in each pack and the total quantity as the case may be ).

7.2 Statement of utilization on the earlier GMOs/LMOs and products thereof  re-

ceived:

8. Proposed work plan

8.1 Summary of the proposed work plan utilizing GMOs/LMOs and products

there of: (This should indicate schematic lab work, green house or any other

studies proposed to be undertaken)

8.2 Category (Biosafety level) of experiments to be done as per the Recombinant

DNA safety Guidelines issued by DBT:
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9. Source & transport details

9.1 Source of GMOs/LMOs and products thereof proposed to be received from:

Name of the Organisation/Agency

Contact person's name

Address

Telephone No.

Fax No.

e-mail

9.2 Mode of Transport:

 Rail  Road  Air  Ship

10. Proposed containment facility:

(Please indicate the level of containment proposed)

11. Proposed decontamination, disposal mechanisms & risk management measures:

12. Any other relevant information:

13. Declaration:

I declare that the information provided in the above format is correct and accurate

to the best of my knowledge. The "Recombinant DNA Safety Guidelines" issued by

the Department of Biotechnology, Ministry of Science & Technology, Govt. of India

will be strictly followed. The recieved material will be utilized for the said purpose

only. In case any untoward incident occurs, the Chairman of the IBSC and the

Member-Secretary of the RCGM will be informed immediately.

Date: Signature of the Applicant

Forwarded:

The proposal set out above has been considered and approved by the "Institutional Biosafety

Committee" in its meeting held on ____________________ and is forwarded to RCGM for

further necessary action.( copy of the minutes of relevant meeting enclosed)

Date : Signature and Name of the Chairman, IBSC
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Note:

1. Please submit 23 copies of the application along with the enclosures to  the Mem-

ber Secretary, RCGM, Department of Biotechnology for consideration by RCGM

2. Enclosures should include:

• Sequence map of the gene

• Vector Map

• Copy of the permit for receiving, if issued earlier

• Copy of the statement of utilization of the earlier received GMOs/LMOs and

product(s) thereof, if any.

• Copy of the minutes of IBSC meeting in which the proposal was approved

• Concurrence of IBSC of source organisation supplying the material

• Copy of the Material Transfer Agreement duly signed by both parties
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PERMIT NUMBER: DATE OF ISSUE: ______________

DATE OF EXPIRY: _____________

Name: _______________________________________________________________________

Organisation: _________________________________________________________________

Address: _____________________________________________________________________

Phone, fax & email: ____________________________________________________________

Subject:

AUTHORISATION: In accordance with the Allocation of Business Rules 1961 of Govern-

ment of India, as notified vide Notification No. CD-172/86 dated 27.02.1986 and Notifica-

tion No. CD-87-87 dated 31.01.1987 and the powers conferred through the Sections 6, 8 and

25 of the Environment (Protection) Act, 1986 read along with the Central Government

Gazette Notification No. GSR 1037(E), dated 5.12.1989 issued by the Ministry of Environ-

ment and Forests, New Delhi and based on the recommendations of the Review Committee

on Genetic Manipulation (RCGM) in its meeting held on ______, the Department of Biotech-

nology hereby accords authorization to (Name of organisation) ____________ to receive of

(Name of product) ________________________ from (Name of source agency)___________

for research and development purposes with properties indicated below, subject to the

conditions mentioned in this letter.

PERIOD: The permit letter shall be in force from ____ to ____ unless it is sooner suspended

or cancelled under the said Rules.

DESCRIPTION OF GMOs/LMOs/MATERIALS:

1. GMOs/LMOs/Material(s) to be received: ________________________________

2. Quantities to be received: _____________________________________________

3. Purpose: ____________________________________________________________

4. Permittee: ___________________________________________________________

PERMIT LETTER FOR AUTHORIZATION TO RECEIVE
GENETICALLY MODIFIED ORGANISMS (GMOs)/LIVING MODIFIED
ORGANISMS (LMOs) PRODUCTS THEREOF FOR RESEARCH AND

DEVELOPMENT PURPOSE WITHIN INDIA

FORM B6
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Name: ____________________________________________________________________

Organisation: _________________________________________________________________

Address: ____________________________________________________________________

Phone, fax & e-mail: ____________________________________________________________

5. Source of GMOs/LMOs/material(s):

Name: __________________________________________________________________

Organisation: ____________________________________________________________

Address: ________________________________________________________________

Phone, fax & e-mail: _______________________________________________________

6. Type of permit:

The permission is granted for receiving of (Name of the GMOs/LMOs and product thereof)

___________________________ by (Name of the organisation) _______________________

within a period of ______________________________________ and in a single shipment/

a maximum of ________________ shipments.

7. Instructions for use:

i. No GMOs/LMOs/material(s) are allowed for experimentation for commercial

production/manufacturing of the product without prior authorization from

the Competent Authority.

ii. All rDNA materials are to be destroyed and disposed of in accordance with the

Recombinant DNA Safety Guidelines of the Government after conclusion of the

experiments.

iii. All experiments to be carried out are to be documented.

iv. The applicant is directed to submit fresh application to RCGM with the

approval of IBSC for information to carry our R&D work on the ___ respec-

tively and would submit the 'utilization report' of the received ____ to this

Department

v. Any other specific instructions

8. Condition(s) of issuance:
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9. Handling and packing instructions:

The above _______________________________________________ mentioned herein

shall be handled, packaged and transported as specified in "r-DNA Safety Guide-

lines-1990" of the Government of India.

Kindly acknowledge the receipt of the same

(Member Secretary, RCGM)

Copy for information to:

i. The Chairman, GEAC, Ministry of Environment and Forests, Paryavaran

Bhawan, CGO Complex, Lodi Road, New Delhi - 110 003

ii. The Director, NBPGR (in case to recieve any planting material)

iii. M/s_________ (Applicant)

iv. Office copy for file

v. Guard file
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1. Name of the Applicant: ___________________________________________________

Designation: _____________________________________________________________

Contact Address: _________________________________________________________

Telephone No.: ___________________________________________________________

Fax No.: _________________________________________________________________

e-mail: __________________________________________________________________

2. DBT Office Memorandum No.: ____________________________________________

3. Objectives  of the proposal: _______________________________________________

4. Description of the GMOs/LMOs and product thereof (in scientific terms):

(a) Morphology

________________________________________________________________________

(b) Physiology

________________________________________________________________________

(c) Pathogenicity, if any

________________________________________________________________________

(d) Number of copies of the genes incorporated

________________________________________________________________________

(e) Status of approval is country of origin.

________________________________________________________________________

5. Details on:

(a) Source of nucleic acid(s):

________________________________________________________________________

APPLICATION TO RCGM FOR TRANSFER OF GMOs/
LMOs AND PRODUCT(S) THEREOF FOR RESEARCH

AND DEVELOPMENT PURPOSE WITHIN INDIA

FORM B7
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(b) Nucleic acid sequence (Please enclose the nucleic acid sequence map of the

target gene):

________________________________________________________________________

(c) Vector(s) (Please enclose the map of the vector gene):

________________________________________________________________________

(d) Sequence of the genes incorporated/ to be incorporated into the host organism.

________________________________________________________________________

(e) Host(s) that carrying the vector(s)/ target gene(s):

________________________________________________________________________

(f) Manipulative procedures used:

________________________________________________________________________

6. Quantity of GMOs/LMOs and products thereof to be transfered:

(Please specify the number of total packs such as vials, plates etc and the size/

quantity in each pack)

7. Details of earlier transfered GMOs/LMOs

7.1 Whether the proposed GMOs/ LMOs and products thereof was transfered

earlier:

Yes No 

If yes, provide the copy of relevant permit issued previously and quantities

transfered (please specify the number of total packs such as vials, plates etc

and the size in each pack and the total quantity as the case may be ).

8. Proposed work plan

8.1 Summary of the proposed work plan utilizing GMOs/ products there of: (This

should indicate schematic lab work, green house or any other studies proposed

to be undertaken)

8.2 Category (Biosafety level) of experiments to be done as per the Recombinant

DNA safety Guidelines issued by DBT:
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9. Source & transport details

9.1 GMOs/LMOs and products thereof proposed to be transferred to:

Name of the Organisation/Agency: _________________________________________

Contact person's name: ___________________________________________________

Address: ________________________________________________________________

Telephone: _______________________________________________________________

Fax: ____________________________________________________________________

e-mail: __________________________________________________________________

9.2 Mode of Transport:

 Rail  Road  Air  Ship

9.3 Safety norms to be observed during transit:

10. Containment facility required:

11. Proposed decontamination, disposal mechanisms & risk management measures:

12. Any other relevant Information:

13. Declaration:

I declare that the information provided in the above format is correct and accurate

to the best of my knowledge. The "Recombinant DNA Safety Guidelines" issued by

the Department of Biotechnology, Ministry of Science & Technology, Govt. of India

will be strictly followed. The imported material will be utilized for the said

purpose only. In case any untoward incident occurs, the Chairman of the IBSC and

the Member-Secretary of the RCGM will be informed immediately.

Date: Signature of the Applicant

Forwarded:

The proposal set out above has been considered and approved by the "Institutional Biosafety

Committee" in its meeting held on ____________________________________________ and

is forwarded to RCGM for further necessary action.( copy of the minutes of relevant meet-

ing enclosed)

Date : Signature and Name of the Chairman, IBSC
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Note:

1. Please submit 23 copies of the application along with the enclosures to the Member

Secretary, RCGM, Department of Biotechnology for consideration by RCGM.

2. Enclosures should include

• Sequence map of the gene

• Vector Map

• Copy of the permit, if issued earlier

• Copy of the minutes of IBSC meeting in which the proposal was approved

• Copy of the Material Transfer Agreement duly signed by both parties

• Concurrence of IBSC of source organisation supplying the material
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PERMIT NUMBER: DATE OF ISSUE: ______________

DATE OF EXPIRY: _____________

Name: _______________________________________________________________________

Organisation: _________________________________________________________________

Address: _____________________________________________________________________

Phone, fax & email: ____________________________________________________________

Subject:

AUTHORISATION: In accordance with the Allocation of Business Rules 1961 of Govern-

ment of India, as notified vide Notification No. CD-172/86 dated 27.02.1986 and Notifica-

tion No. CD-87-87 dated 31.01.1987 and the powers conferred through the Sections 6,8 and

25 of the Environment (Protection) Act, 1986 read along with the Central Government

Gazette Notification No. GSR 1037(E), dated 5.12.1989 issued by the Ministry of Environ-

ment and Forests, New Delhi and based on the recommendations of the Review Committee

on Genetic Manipulation (RCGM) in its meeting held on ____________, the Department of

Biotechnology hereby accords authorization to (Name of organisation) ____________ to

transfer of (Name of product) ____________________________ from (Name of source

agency) _______________________________ for research and development purposes with

properties indicated below, subject to the conditions mentioned in this letter.

PERIOD: The permit letter shall be in force from _________ to _________ unless it is

sooner suspended or cancelled under the said Rules.

DESCRIPTION OF GMOs/LMOs/MATERIALS:

1. GMOs/LMOs/Material(s) to be transferred: _________________________________

2. Quantities of the material(s) to be transferred: _______________________________

3. Purpose: ________________________________________________________________

4. GMOs/LMOs/Material(s) transferred to: ____________________________________

PERMIT LETTER FOR AUTHORIZATION TO TRANSFER
GENETICALLY MODIFIED ORGANISMS (GMOs)/ LIVING MODIFIED

ORGANISMS (LMOs) AND PRODUCTS THEREOF WITHIN INDIA

FORM B8
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Name: _______________________________________________________________________

Organisation: _________________________________________________________________

Address: _____________________________________________________________________

Phone, fax & e-mail: ____________________________________________________________

5. Type of permit:

The permission is granted for transfer of (Name of the GMOs/LMOs and product

thereof) _______________________________________ by (Name of the organisation)

______________________________ within a period of _______________________ and

in a single shipment/ a maximum of ________ shipments.

6. Condition(s) of issuance:

7. Mode of transport:

 Rail  Road  Air  Ship

8. Handling and packing instructions:

The above _____________ mentioned herein shall be handled, packaged and trans-

ported as specified in "r-DNA Safety Guidelines-1990" of the Government of India.

Kindly acknowledge the receipt of the same

(Member Secretary, RCGM)

Copy for information to:

i. The Chairman, GEAC, Ministry of Environment and Forests, Paryavaran

Bhawan, CGO Complex, Lodi Road, New Delhi - 110 003

ii. M/s_________ (applicant)

iii. Office copy for file

iv. Guard file
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C. ACTIVITIES INVOLVING
RESEARCH, PRODUCTION,

PRECLINICAL STUDIES OF GMOs/
LMOs IN HEALTHCARE
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1. Name of the Applicant:

Designation: _____________________________________________________________

Address: ________________________________________________________________

Telephone No.: ___________________________________________________________

Fax No.: _________________________________________________________________

e-mail: __________________________________________________________________

2. DBT Office Memorandum No.: ______________________________________________

3. Application for : _________________________________________________________

3.1 Purpose: (not more than 100 words)

____________________________________________________________________

3.2 New

Yes No 

3.3 Ongoing Project

Yes No 

If yes, No. & Date of permission letter issued :

3.4 Category (Biosafety level) of experiments as per the Recombinant DNA safety

Guidelines, 1990 issued by DBT

4. Description of the GMOs/LMOs proposed to employed in the research proposal:

(in scientific terms; for new application only)

4.1 Description of GMOs/LMOs

4.2 Description of the target gene(s)

4.3 Number of copies of the genes incorporated

4.4 Description of the target product(s)

INFORMATION TO RCGM TO CARRY OUT RESEARCH INVOLVING
GENETICALLY MODIFIED ORGANISMS (GMOs)/ LIVING

MODIFIED ORGANISMS (LMOs) FOR DEVELOPMENT OF rDNA
PRODUCTS FOR HEALTHCARE AND INDUSTRIAL USE

FORM C1
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5.Details on :

5.1 Source of nucleic acid(s) :

________________________________________________________________________

5.2 Nucleic acid sequence (Please enclose the nucleic acid sequence map of the

target gene) :

________________________________________________________________________

5.3 Vector(s) (Please enclose the map of the vector gene) :

________________________________________________________________________

5.4 Host(s) that carrying the vector(s)/ target gene(s) :

________________________________________________________________________

5.5 Manipulative procedures :

________________________________________________________________________

5.6 Anticipated functions of product(s)

________________________________________________________________________

6. Summary of the proposed work plan utilizing GMOs:

(please check it from the following areas and provide the details of work plan).

6.1 Basic transformation and laboratory work to assess the expression of the target

gene ________________________________________________________________

6.2 Standardization of fermentation/production procedures __________________

7. Site/ Location of the research work :

________________________________________________________________________

8. Proposed containment facility (Please indicate the level of containment pro-

posed):

________________________________________________________________________

9. Decontamination and disposal mechanisms:

________________________________________________________________________
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10. Risk management (Emergency plan):

________________________________________________________________________

11. Any other relevant information:

________________________________________________________________________

12. Declaration :

I declare that the information provided in the above format is correct and accurate to

the best of my knowledge. The "Safety Guidelines" brought out by the Department of

Biotechnology, Ministry of Science & Technology, Govt. of India will be and is being

strictly followed. In case any untoward incident occurs, the Chairman of the IBSC

and the Member-Secretary of the RCGM will be informed immediately.

Date: Signature of the Applicant

Forwarded:

The proposal set out above has been considered and approved by the "Institutional Biosafety

Committee" in its meeting held on  ____________________ and is forwarded to RCGM for

further necessary action.

Date: Signature and name of  the Chairman, IBSC

Note:

1. Please submit 23 copies of the application along with the enclosures to   the Mem-

ber Secretary, RCGM, Department of Biotechnology for consideration by RCGM.

2. Enclosed: (Kindly tick the enclosures)

• Sequence map of the gene

• Vector Map

• Copy of the permit, if issued earlier

• Copy of the minutes of IBSC meeting in which the proposal was approved
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PERMIT NUMBER: DATE OF ISSUE: ______________

DATE OF EXPIRY: _____________

Applicant: ____________________________________________________________________

Name of Organisation: _________________________________________________________

Address: _____________________________________________________________________

Phone, fax & e-mail: ____________________________________________________________

Subject: Information submitted vide letter No. ____________ dated ______________

1. This is to inform that the application to Review Committee on Genetic Manipulation

(RCGM) on the following projects was considered and noted by the RCGM in its

meeting held on __________________.

i) ____________________________________________________________________

ii) ____________________________________________________________________

2. Additional information sought by RCGM, if any should be separately included.

3. You are required to comply with the r-DNA Safety Guidelines-1990 of DBT.

4. Please provide the information on the above projects for updation on http://

www.igmoris.nic.in as per details on the website

(Member Secretary, RCGM)

INFORMATION ON RECORD TAKEN BY RCGM FOR RESEARCH
INVOLVING GENETICALLY MODIFIED ORGANISMS (GMOs)/ LIVING

MODIFIED ORGANISMS (LMOs) FOR DEVELOPMENT OF rDNA
PRODUCTS FOR HEALTHCARE AND INDUSTRIAL USE

FORM C2
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1. Name of the Applicant: ___________________________________________________

Designation: _____________________________________________________________

Address: ________________________________________________________________

Telephone No.: ___________________________________________________________

Fax No.: _________________________________________________________________

e-mail: __________________________________________________________________

2. DBT Office Memorandum No.:

________________________________________________________________________

3. Application for :

________________________________________________________________________

3.1 Purpose (not more than 100 words)

3.2 New

Yes No 

3.3 Ongoing Project

Yes No 

If yes, No. & Date of permission letter issued and also briefly state the purpose

for which permission was granted.

3.4 Category (Biosafety level) of experiments as per the Guidelines of DBT

4. Objectives of the proposal:

5. Background about the nature of the product with appropriate references:

(may include in about 100 words, the process of development, mode of action, thera-

peutic indication, therapeutic dose if available, whether product is already in use

elsewhere, if yes, any known side effects, animal toxicology data, similarity / dissimi-

larity between the molecule / compound under consideration)

APPLICATION TO RCGM TO CONDUCT PRECLINICAL AND/OR SAFETY
STUDIES OF rDNA  PRODUCTS DEVELOPED USING GENETICALLY

MODIFIED ORGANISMS (GMOs)/ LIVING MODIFIED ORGANISMS (LMOs) FOR
HEALTHCARE, INDUSTRIAL OR ANY OTHER USE

FORM C3
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6. Molecular biology details of the GMOs/LMOs employed:

6.1 Origin of gene

6.2 Sequence

6.3 Vector/promoter/terminator

6.4 Transformation process

6.5 Host organism characteristics

6.6 Safety of the organism

6.7 Copy number of the plasmid

6.8 Stability data of the plasmid

6.9 Expression level  in the host

6.10 Containment levels and biosafety

7. Standardization of fermentation/production procedures:

7.1 Basic transformation and laboratory work to assess the expression of the

target gene

7.2 Five batches of reproducible fermentation data (Batch size adequate to give

after purification enough purified product to generate preclinical data) with

detail kinetics of one single batch.

7.3 Fermentation kinetics data from one representative batch indicating cell

growth, product formation, pH, temperature, dissolved oxygen, major nutri-

ent consumption pattern, RPM for agitation

7.4 Concentration of product/L, yield and volumetric productivity.

(Provide details to show that the specific protein yield (amount of protein per

unit cell mass) remains more or less constant at different cell concentration

during fermentation).

8. Downstream process for purification:

8.1 Steps involved in purification of the product

8.2 Batch size for protein purification

8.3 Description of each unit operation step during  purification and recovery of

protein

8.4 Quality of the product and recovery efficiency
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8.5 Overall recovery of the product in each batch operation

8.6 Consistency of recovery in 5 consecutive batches of purification

9. Product/protein characterization:

9.1 Molecular weight / western blot/SDS-PAGE/ mass spec

9.2 Amino acid sequence ( 10 N terminal AA)

9.3 Peptic digest

9.4 Secondary structure by CD (near and far UV)

9.5 Fluorescence spectra

9.6 Disulfide bond presence if any

9.7 Carbohydrate content and details of components (for glycoproteins)

9.8 Presence of aggregates

9.9 Host cell protein/contaminants

9.10 Residual DNA and LPS/endotoxin

9.11 Pyrogen content

10. Formulation and stability studies:

10.1 Extended stability

10.2 Use of stabilizer(s) and its concentration

10.3 Product quality in formulated condition

10.4 Bioactivity/immunogenicity of the formulated product

11. Efficacy of the product: Information on:

11.1 Receptor binding assay if any

11.2 Cellular proliferation assay

11.3 Signal transduction pathways

11.4 Tissue specific activity

11.5 In vivo studies in animal models

11.6 Pharmacokinetics and Pharmacodynamics studies
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12. Immunogenicity studies:

12.1 Sequence specific

12.2 Non-Specific to other proteins

12.3 Immunogenicity with adjuvants

13. Acceptability criteria of the bulk and the formulated material wherever ready for

preclinical or safety studies:

14. Proposed work plan for preclinical or other safety studies:

14.1 List of the studies to be done

14.2 Information about the route of administration, dose, vehicle, mode of

administra

tion in each study

14.3 Basis of dose calculation for each animal used (indicate the guidelines followed

such as Schedule-Y, ICH, FDA or justify deviations if any).

14.4 Toxicity and allergenicity protocols

(Provide complete study design including test species, age, body weight,

control groups such as vehicle control, comparator group, recovery groups,

details of biochemical, histopathological and other parameters to be mea-

sured, organs to be weight, monitoring schedule etc.)

14.5 Address and accreditation status of the labs where studies proposed to be

onducted.

14.6 Status of Institutional Animal Ethics Committee's Approval (Please specify the

studies and products to be tested in each lab).

15. Proposed containment facility as well as measures:

16. Decontamination and disposal mechanisms:

17. Risk management (Emergency plan):

18. Any other relevant information:
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19. Declaration :

I declare that the information provided in the above format is correct and accurate to

the best of my knowledge. The "Safety Guidelines" brought out by the Department of

Biotechnology, Ministry of Science & Technology, Govt. of India will be and is being

strictly followed. In case any untoward incident occurs, the Chairman of the IBSC

and the Member-Secretary of the RCGM will be informed immediately.

Date: Signature of the Applicant

Forwarded:

The proposal set out above has been considered and approved by the "Institutional

Biosafety Committee" in its meeting held on ____________________ and is forwarded

to RCGM for further necessary action.

Date: Signature and name of the Chairman, IBSC

Note:

1. Please submit 23 copies of the application along with the enclosures to the Member

Secretary, RCGM, Department of Biotechnology for consideration by RCGM.

2. Enclosed: (Kindly tick the enclosures):

• Sequence map of the gene

• Vector Map

• Copy of the import/receive permits, or any other approval letters  issued

earlier

• Copy of the minutes of IBSC meeting in which the proposal was approved
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PERMIT NUMBER: DATE OF ISSUE: ______________

DATE OF EXPIRY: _____________

Permittee: ____________________________________________________________________

Name of Organisation: _________________________________________________________

Address: _____________________________________________________________________

Phone, fax & e-mail: ____________________________________________________________

Subject:

AUTHORISATION: This is in response to your letter No. ________________________

dated ____________________ on the above mentioned subject. It is informed that your

application was considered by the Review Committee on Genetic Manipulation (RCGM)

in its meeting held on ______________________. On the basis of the recommendations of

the RCGM and comments of the experts on the dossier, you are allowed to conduct pre-

clinical safety studies on_________________________________________________ on the

premises located at_______________________, subject to the acceptance of the following

terms and conditions:

a) There would be no change in the protocols approved by  RCGM which

includes :

________________________________________________________________________

________________________________________________________________________

________________________________________________________________________

________________________________________________________________________

________________________________________________________________________

You would follow the protocols as per the Schedule "Y" of the Drugs and Cosmetics

Act of 1940 and Rules-1945 of the Govt. of India.

PERMIT FOR CONDUCT OF PRECLINICAL SAFETY
STUDIES OF rDNA PRODUCT(S) IN HEALTHCARE

FORM C4
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b) The route of administration of the product in lab animals would be the same as

of therapeutic route of administration and any other route specified in the proto-

cols.

c) You would conduct laboratory studies with proper controls and reference mate-

rials.

d) You are also directed to include a control group of animals by taking innovator's

product as gold standard in toxicity studies for comparison as per the Schedule

"Y" of the Drugs and Cosmetics Act of 1940 and Rules-1945 of the Govt. of India.

e) You would be using the protocols in terms of dose fixation as was submitted to

the RCGM Secretariat.

f) You would use the formulated material of in these studies as far as equivalent to

the final product to be used commercially at later stage. You would maintain

sufficient stocks of the formulated materials as reference inventory in proper

storage conditions with the batch details of such stocks, which would be pro-

vided by you to the Competent Authority before starting the experiments as

well as after completion of the studies. There would not be any subsequent ma-

jor  modifications  or  changes  in  the  composition  of  the  formulated  material

utilized in  toxicology studies in animals after finalization of studies. In case of

any subsequent change, the production methods or the quality of the bulk as

well as the formulated material, it is to be brought to the notice of the Competent

Authority and no such altered materials be used by you for commercial purpose

or other wise without prior approval from the Statutory and Competent Au-

thority.

g) You would ascertain and maintain that only Organisation's authorized person-

nel would be allowed to visit the experimental lab and the details of personnel

visiting the lab. with dates, purpose(s) etc. would be maintained in register,

which may be available for inspection, whenever required by the Competent

Authority.

h) You would inform the RCGM through your Institutional Biosafety Committee

(IBSC) the progress of work from time to time. The IBSC will collect all the infor-

mation on experiments and would submit the consolidated information/data/

results on experiments to the RCGM once in a year.

i) You would adhere to the Recombinant DNA Safety Guidelines, 1990 and also

follow the other Guidelines for generating pre-clinical and clinical data for r-

DNA based vaccines, diagnostics and other biologicals brought out by the De-

partment of Biotechnology, the Government of India, from time to time. Acci-

dents, if any, arising out of the experiments would be brought to the notice of the

Govt. immediately.
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j) You are required to confirm the acceptance of the above conditions to the DBT at

your earliest convenience before starting the toxicity studies. You are further

informed that you may contact the Department of Biotechnology for any clarifi-

cation in the matter, which you may require.

PERIOD: The permit letter shall be in force from ____ to ____ unless it is sooner suspended

or cancelled under the said Rules.

Kindly acknowledge the receipt of the same

(Member Secretary, RCGM)

Copy for information to:

1. The Chairman, GEAC, Ministry of Environment and Forests, Paryavaran

Bhawan, CGO Complex, Lodhi Road, New Delhi-110 003

2. The Secretary, Ministry of Health and Family Welfare, Nirman Bhawan, New

Delhi 1.

3. The Drugs Controller General of India, FDA Bhawan, Kotla Road, New Delhi -

110 002.

4. The Director General, Indian Council of Medical Research, Ansari Nagar, Post

Box No.4911, New  Delhi - 110 029.

5. Office copy for file

6. Guard File
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1. Name of the Applicant: ___________________________________________________

Designation: _____________________________________________________________

Address: ________________________________________________________________

Telephone No.: ___________________________________________________________

Fax No.: _________________________________________________________________

e-mail: __________________________________________________________________

2. DBT Office Memorandum No.: ____________________________________________

3. Objectives of the proposal: ________________________________________________

4. Summary of the products characteristics and process of development:

________________________________________________________________________

5. List of preclinical study protocols approved by RCGM:

(please attach a copy of the approval letter)

________________________________________________________________________

6. Preclinical study reports:

6.1 List of studies completed and deviations, if any from the approved protocols

6.2 Dose calculation for conduct of safety studies

6.3 Study reports (Each study report would reflect all the issues approved in the

protocols). In addition the following to be included:

• RCGM approval of protocol

• IBSC approval of report

• IAEC approval for animal use and for the procedures

FORMAT FOR SUBMISSION OF PRECLINICAL OR OTHER SAFETY STUDIES
REPORT OF rDNA  PRODUCTS DEVELOPED USING GENETICALLY MODIFIED

ORGANISMS (GMOs)/ LIVING MODIFIED ORGANISMS (LMOs) FOR
HEALTHCARE, INDUSTRIAL OR ANY OTHER USE

FORM C5
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• Quality assurance statement

• Signatures of study director and all investigators who were involved in the

study

• All quality analytical reports on the test material and vehicle

• Animal feed and animal health certifications

• Protocol deviations if any

• Discussion on the results

• Individual animal data, summary data and any other data like computer

analysis outputs etc

• Conclusion

6.4 Address and accreditation status of the labs where these studies were con-

ducted.

7. Measures taken for containment:

8. Decontamination and disposal mechanisms:

9. Risk management (Emergency plan):

10. Any other relevant information:

11. Declaration:

I declare that the information provided in the above format is correct and accurate

to the best of my knowledge.

Date: Signature of the Applicant

Forwarded:

The proposal set out above has been considered and approved by the "Institutional Biosafety

Committee" in its meeting held on ____________________ and is forwarded to RCGM for

further necessary action.

Date: Signature and name of the Chairman, IBSC
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Note:

1. Please submit 23 copies of the application along with the enclosures to the Member

Secretary, RCGM, Department of Biotechnology for consideration by RCGM.

2. Enclosures should include

• Copies of earlier approvals from RCGM

• Copy of the minutes of IBSC meeting in which the proposal was approved



106

PERMIT NUMBER: DATE OF ISSUE: ______________

To

The Drug Controller General of India,

C.H.E.B.Campus, FDA Bhawan,

Kotla Road, New Delhi - 110 002.

Subject:

M/s.____________________, was granted permission vide letter dated ________________

to conduct preclinical safety studies on _______________________on the premises located

at___________________________. It is informed that reports on pre clinical safety studies

on ________________________________   were evaluated by the Review Committee on

Genetic Manipulation (RCGM)  in its meeting held on _______________________.

Based on the submissions made by the applicant and the recommendations of the RCGM,

the applicant has been directed to approach your office for approval to conduct appropri-

ate Phase of human clinical trials on _________________________________ by submit-

ting all relevant information.

Kindly acknowledge the receipt of the same

(Member Secretary, RCGM)

Copy for information to:

i. The Chairman, GEAC, Ministry of Environment and Forests, Paryavaran

Bhawan, CGO Complex, Lodi Road, New Delhi - 110 003

ii. M/s_________ (applicant)

iii. Office copy for file

iv. Guard file

RECOMMENDATION OF rDNA PRODUCT(S) FOR
HEALTHCARE USE TO DCG(I) FOR THE APPROPRIATE

PHASE OF CLINICAL TRIAL

FORM C6
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D. ACTIVITIES INVOLVING
RESEARCH AND SAFETY
STUDIES OF GE PLANTS
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1. Name of the Applicant: ____________________________________________________

Designation: _____________________________________________________________

Address: ________________________________________________________________

Telephone No.: ___________________________________________________________

Fax No.: _________________________________________________________________

e-mail: __________________________________________________________________

2. DBT Office Memorandum No.:

3. Application for :

3.1 Purpose

3.2 New

Yes No 

3.3 Ongoing Project

Yes No 

If yes, no. & date of earlier permits/letters issued:

3.4 If yes, briefly state the purpose for which permission was granted.

3.5 Category of experiments as per the Recombinant DNA Safety Guidelines, 1990

and/or Revised Guidelines for Research in Transgenic Plants, 1998.

4. Objectives of the proposal:

5. Description of the genetically engineered organisms (including plants and

animals) employed in the research proposal:

5.1 Description of genetically engineered organisms

5.2 Anticipated new characters in genetically engineered organisms/ Expected

difference as compared to non-transgenic counterparts.

INFORMATION TO RCGM TO CARRY OUT RESEARCH INVOLVING
GENETICALLY MODIFIED ORGANISMS (GMOs)/ LIVING MODIFIED

ORGANISMS (LMOs) FOR AGRICULTURAL  ENVIRONMENTAL

Form D1
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5.3 Description of the target gene and mode of action.

5.4 Description of the  other genes inserted if, any (Such as marker/ reporter gene)

5.5 History of use including toxicity and allergenicity aspects

6. Details on (Nucleic acid(s) & Vectors):

6.1 Source of nucleic acid(s) :

6.2 Copy number of gene(s) :

6.3 Nucleic acid sequence (Please enclose the nucleic acid sequence map of the

target gene) :

6.4 Vector(s) description (please enclose the Plasmid map) :

7. Summary of the proposed work plan:

7.1 Basic transformation work and tissue culture procedure at laboratory level

and standardize the procedure to assess the expression of the target gene in

the transformed material.

7.2 Transfer of target gene imported/ indigenously isolated in Indian germplasm

and to assess the expression of the target gene in the transformed material.

7.3 Transfer of target gene from imported materials such as seeds to indigenous

species (by backcrossing) and to assess the expression of the target gene in the

transformed material.

7.4 Lab/greenhouse/nethouse/contained facility experiments on GMOs/LMOs for

testing/ assessing the efficacy of their new characters.

8. Indicate whether gene is toxic to animals:

9. Indicate whether gene is allergenic to animals:

10. Geographical origin of plant:

11. Decontamination and disposal mechanisms:

12. Risk management (Emergency plan):

13. Any other relevant information:
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14. Declaration:

I declare that the information provided in the above format is correct and accurate

to the best of my knowledge. The "Recombinant DNA Safety Guidelines 1990 and

Revised Guidelines for research in transgenic plants & Guidelines for Toxicity and

Allergenicity Evaluation of transgenic seeds, plants and plant parts" 1998 brought

out by the Department of Biotechnology, Ministry of Science & Technology, Govt. of

India will be and is being strictly followed. The imported material will be and is

being utilized for the said purpose only. In case any untoward incident occurs, the

Chairman of the IBSC and the Member-Secretary of the RCGM will be immediately

informed.

Date: Signature of the Applicant

Forwarded:

The proposal set out above has been considered and approved by the "Institutional Biosafety

Committee" in its meeting held  on ____________________________ and is forwarded to

RCGM for further necessary action.

Date: Signature and Name of the Chairman, IBSC

Note:

1. Please submit 23 copies of the application along with the enclosures to the Member

Secretary, RCGM, Department of Biotechnology for consideration by RCGM.

2. Enclosed: (Kindly tick the enclosures)

• Sequence map of the gene

• Vector Map

• Copy of the permit, if issued earlier

• Copy of the minutes of IBSC meeting in which the proposal was approved
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PERMIT NUMBER: DATE OF ISSUE: ______________

Permittee: ____________________________________________________________________

Name of Organisation: _________________________________________________________

Address: _____________________________________________________________________

Phone, fax & e-mail: ____________________________________________________________

Subject: Information submitted vide letter ___________________ dated ___________

1. This is to inform that the application to Review Committee on Genetic Manipula-

tion (RCGM) on the following projects was considered and noted by the RCGM in

its meeting held on __________________.

i) ____________________________________________________________________

ii) ____________________________________________________________________

2. You are required to comply with the r-DNA Safety Guidelines-1990 of DBT and

Guidelines for research in transgenic plants, 1998, as applicable while carrying out

experiments in contained facility/laboratory/greenhouse/nethouse of the R&D

centre.

3. Please provide the information on the above projects for updation on http://

www.igmoris.nic.in as per details on the website

Kindly acknowledge the receipt of the same

(Member Secretary, RCGM)

INFORMATION ON RECORD TAKEN BY RCGM FOR RESEARCH
INVOLVING GMOS/LMOS AND DEVELOPMENT OF RDNA PRODUCTS

FOR AGRICULTURAL AND ENVIRONMENTAL APPLICATIONS

FORM D2
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1. Name of the Applicant: ___________________________________________________

Designation: _____________________________________________________________

Address: ________________________________________________________________

Telephone No.: ___________________________________________________________

Fax No.: _________________________________________________________________

e-mail: __________________________________________________________________

2. DBT Office Memorandum No.:

3. Application for :

3.1 Purpose

3.2 New

Yes No 

3.3 Ongoing Project

Yes No 

If yes, No. & Date of permission letter issued and also briefly state the purpose for

which permission was granted.

3.4 Category (Biosafety level) of experiments as per the Guidelines of DBT.

4. Objectives of the proposal:

5. Description of the GMOs/LMOs (including plants and animals) in scientific

terms:

5.1 Description of GMOs/LMOs

5.2 Anticipated new characters compared to non-transgenic counterparts.

5.3 Description of the target gene and mode of action.

5.4 Source of nucleic acid(s):

APPLICATION TO RCGM FOR APPROVAL OF BIOSAFETY PROTOCOLS/
STUDIES FOR SAFETY ASSESSMENT OF GENETICALLY MODIFIED
ORGANISMS (GMOs)/ LIVING MODIFIED ORGANISMS (LMOs) FOR

AGRICULTURAL AND ENVIRONMENTAL USE

Form D3
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5.5 Copy number of gene(s):

5.6 Nucleic acid sequence (Please enclose the nucleic acid sequence map of the target

gene) :

5.7 Vector(s) description (please enclose the Plasmid map) :

6. Work completed so far: (please check it from the following areas and provide the

detailed work plan).

6.1 Transfer of target gene imported/ indigenously isolated in Indian germplasm

and to assess the expression of the target gene in the transformed material.

6.2 Transfer of target gene from imported seed materials to indigenous species (by

backcrossing) and to assess the expression of the target gene in the transformed

material.

6.3 Lab/contained facilities/greenhouse/nethouse experiments conducted so far for

testing/ assessing the efficacy of their new characters.

6.4 Confined field trials conducted so far and data recorded so far ( please specify

whether event selection trial/biosafety research trials/any other)

6.5 Proposed work plan for safety assessment

a) Description of the material to be used for testing (including type, quantity,

dos age).

b) Biochemical characterization of the material in terms of near equivalence to

its non-transgenic counterpart.

c) Information on quantity of target gene product (in different parts in case of

large organisms such as plant or animals) and/or at different stages of devel-

opment.

d) Toxicity and allergenicity protocols for food and feed safety assessment in-

cluding choices of animals route of administration, Institutional Animal

Ethics Approval Committee, in case of  animals studies.

e) Addresses and their accreditation status of the lab where these studies are

proposed to be conducted

f) Environmental safety assessment protocols

7. Decontamination and disposal mechanisms:

8. Risk management (Emergency plan):
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9. Any other relevant information:

10. Declaration:

I declare that the information provided in the above format is correct and accurate to the

best of my knowledge. The "Recombinant DNA Safety Guidelines 1990 and Revised

Guide1ines for research in transgenic plants & Guidelines for Toxicity and Allergenicity

Evaluation of transgenic seeds, plants and plant parts" 1998 brought out by the Depart-

ment of Biotechnology, Ministry of Science & Technology, Govt. of India will be and is being

strictly followed. The imported material will be and is being utilized for the said purpose

only. In case any untoward incident occurs, the Chairman of the IBSC and the Member-

Secretary of the RCGM will be immediately informed.

Date: Signature of the Applicant

Forwarded:

The proposal set out above has been considered and approved by the "Institutional Biosafety

Committee" on ____________________ and is forwarded to RCGM for further necessary

action.

Date: Signature of the Chairman, IBSC

Note: Please submits 23 copies of the application to the Department of Biotechnology for

placing the same in the meeting of RCGM)

Enclosed: (Kindly tick the enclosures)

• Copy of the permit, if issued earlier

• Copy of the minutes of IBSC meeting in which the proposal was approved
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PERMIT NUMBER: DATE OF ISSUE: ______________

DATE OF EXPIRY: _____________

Permittee: ____________________________________________________________________

Name of Organisation: _________________________________________________________

Address: _____________________________________________________________________

Phone, fax & e-mail: ____________________________________________________________

Subject:

AUTHORISATION: This is in response to your letter No. _______________ dated

____________ on the above mentioned subject. It is informed that your application was

considered by the Review Committee on Genetic Manipulation (RCGM) in its meeting held

on ______________. On the basis of the recommendations of the RCGM, you are permitted

to conduct safety studies on _________________________________________________ in

the premises located at_______________________, subject to the acceptance of the follow-

ing terms and conditions:

a) There would be no change in the protocols approved by  RCGM which includes:

________________________________________________________________________

________________________________________________________________________

________________________________________________________________________

You would follow the guidelines issues by the Department of Biotechnology.

b) You would conduct laboratory studies with proper controls and reference mate-

rials.

c) You would be using the protocols in terms of dose fixation as was submitted to

the RCGM Secretariat.

d) You would use the material of _________________________________ in these

studies as far as equivalent to the final product to be used commercially at later

PERMIT FOR CONDUCT OF SAFETY STUDIES OF GENETICALLY
MODIFIED ORGANISMS (GMOs)/ LIVING MODIFIED ORGANISMS

(LMOs) FOR AGRICULTURAL AND ENVIRONMENTAL USE

FORM D4
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stage and maintain sufficient stocks of the materials as reference inventory in

proper storage conditions with the batch details of such stocks, which would be

provided by you to the Competent Authority before starting the experiments as

well as after completion of the studies. There would not be any subsequent

major  modifications  or  changes  in  material  utilized in  safety studies after

finalization of studies. In case of any subsequent change, it is to be brought to the

notice of the Competent Authority and no such altered materials be used by you

for commercial purpose or other wise without prior approval from the Statu-

tory and Competent Authority.

e) You would ascertain and maintain that only Organisation's authorized person-

nel would be allowed to visit the experimental lab and the details of personnel

visiting the lab. with dates, purpose(s) etc. would be maintained in register,

which may be available for inspection, whenever required by the Competent

Authority.

f) You would inform the RCGM through your Institutional Biosafety Committee

(IBSC) the progress of work from time to time. The IBSC will collect all the infor-

mation on experiments and would submit the consolidated information/data/

results on experiments to the RCGM once in a year.

g) Accidents or accidental release, if any, arising out of the experiments would be

brought to the notice of the Govt. immediately.

h) You are required to confirm the acceptance of the above conditions to the DBT at

your earliest convenience before starting the safety studies. You are further in-

formed that you may contact the Department of Biotechnology for any clarifica-

tion in the matter, which you may require.

PERIOD: The permit letter shall be in force from ____ to ____ unless it is sooner suspended

or cancelled under the said Rules.

Kindly acknowledge the receipt of the same

(Member Secretary, RCGM)

Copy for information to :

1. The Chairman, GEAC, Ministry of Environment and Forests, Paryavaran Bhawan,

CGO Complex, Lodhi Road, New Delhi-110 003

2. Office copy for file

3. Guard File
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1. Name of the Applicant: ___________________________________________________

Designation: _____________________________________________________________

Address: ________________________________________________________________

Telephone No.: ___________________________________________________________

Fax No.: _________________________________________________________________

e-mail: __________________________________________________________________

2. DBT Office Memorandum No.:

3. Objectives of the proposal:

4. Summary of the products characteristics and process of development:

5. List of safety studies and protocols approved by RCGM

(please attach a copy of the approval letter):

6. Safety study reports:

6.1 List of studies completed and deviations, if any from the approved protocols

6.2 Dose calculation for conduct of safety studies

6.3 Study reports (Each study report would reflect all the issues approved in the

protocols). In addition the following to be included:

• RCGM approval of protocol

• IBSC approval of report

• IAEC approval for animal use and for the procedures, if applicable

• Quality assurance statement

• Signatures of study director and all investigators who were involved in the

study

• All quality analytical reports on the test material and vehicle

• Animal feed and animal health certifications

FORMAT FOR SUBMISSION OF SAFETY STUDIES OF rDNA
PRODUCTS OF GENETICALLY MODIFIED ORGANISMS (GMOs)/

LIVING MODIFIED ORGANISMS (LMOs) FOR AGRICULTURAL
AND ENVIRONMENTAL USE

FORM D5
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• Protocol deviations if any

• Discussion on the results

• Individual animal data, summary data and any other data like computer

analysis outputs etc

• Conclusion

6.4 Address and accreditation status of the labs where these studies were con-

ducted.

7. Measures taken for containment:

8. Decontamination and disposal mechanisms:

9. Risk management (Emergency plan):

10. Any other relevant information:

11. Declaration:

I declare that the information provided in the above format is correct and accurate to the

best of my knowledge.

Date: Signature of the Applicant

Forwarded:

The proposal set out above has been considered and approved by the "Institutional Biosafety

Committee" in its meeting held on ____________________ and is forwarded to RCGM for

further necessary action.

Date: Signature and name of the Chairman, IBSC

Note:

1. Please submit 23 copies of the application along with the enclosures to the Member

Secretary, RCGM, Department of Biotechnology for consideration by RCGM.

 2. Enclosures should include

• Copies of earlier approvals from RCGM

• Copy of the minutes of IBSC meeting in which the proposal was approved

• IBSC approval
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NOTES






