INDIAN COUNCIL OF MEDICAL RESEARCH
Application format for transfer of biological material for commercial purposes and /or research for development of commercial products
1. Name and address of Institution/Agency providing the biomaterial.
2. Name and address of Institution/Agency where biomaterial is proposed to be transferred.
3. Nature/type of bio-material to be transferred.
4. Number of biological samples to be transferred (period/duration over which to be transferred to be specified).
5. Quantity of samples to be transferred.
6. Purpose and need of transfer of the material. For a) Research purposes 



  b) Commercial purposes
a) If for Research purposes: Type of research/investigations to be carried out   using the material.
            b) If for Commercial purposes: Details of commercial venture and type of research/investigations to be carried out using the material.

7. 
Has the approval of CEO/Head of organization for such a transfer been obtained. In addition, specify if any GoI/State Govt. approval(s) been obtained. If yes, details thereof.

8. Duly signed in Material Transfer Agreement (MTA) in prescribed format enclosed. (Yes/No). 
9. Source of funds through which the transfer of samples will be financed.
10. Expected outcomes/future leads, if any.
11. Implications, if any, on National Health Programmes.
12. Indicate the category under which the infectious substances/organisms fall (In addition to categories indicated as per UN class specifications in WHO guidelines(2009-10), the applicant should also refer to the relevant categories mentioned under SCOMET items in schedule of India’s Foreign Trade Policy classification, as well as Animal and Human pathogens scheduled as Risk Groups in the Ministry of Environment and Forests Notification,GoI,1989. Accordingly, the ‘category’ in terms of infectious nature/risk group of biological substances to be transferred is required to be assigned and indicated).
13. Specify the safety norms to be observed during transit and while working with the bio-material. (For transfer of samples, the Indian applicant should follow the ‘Guidance on regulations for the transport of Infectious substances (2009-2010)’ as published by World Health Organization).
14. Are there any features in the proposed transfer of samples which involve special / unusual risks (such as radio activity, recombinant DNA/genetic engineering work, toxic compounds, communicable diseases for plants, animals and humans; chemicals with long half like accumulating in the environment, high explosive chemicals etc.)?
15. Specify the Ethical issues involved. (The ICMR Ethical guidelines for biomedical research on human subjects should be followed). A copy of the Institutional Ethics Committee Clearance certificate along with composition of the Committee to be enclosed.      
16. Patient information sheet and informed consent form ( as approved by IEC)  giving details on the utilization of samples of the patient for a particular research/R&D study and the kind of benefit (direct/indirect or no benefit - as applicable) for appropriate decision making by the patient to be enclosed.   
17. Has a Memorandum of Understanding been signed between Indian and international agency on the commercial benefits (if any) to each Party. Copy to be enclosed.     
18. Informed consent/undertaking of individual patient(s) agreeing to the utilization of his/her said biological samples for a particular study/purpose. The undertaking should clearly state that the patient is willing /not willing (as agreeable to patient) to claim any commercial benefit on the product developed as a result of work carried out on his/her biological samples. Copy to be enclosed.     
19. Has an Import certificate been issued by the relevant foreign regulatory authority to the foreign laboratory receiving the Indian biological samples. Copy to be enclosed.     
20. Has the contractual obligation been studied to ensure that there is nothing detrimental or compromising as far as Indian scientific interests are concerned? Details thereof.
21. Is the information or data to be collected in the course of the research/R&D activity of such a nature as would affect security or the interests of our country? Details thereof.
22. Will the research/investigations be conducted in accordance not only with the country’s own environmental standards, but with international environmental standards as well? Details thereof.
23. Has a copy of safety or operations manual being followed/adopted as safety procedures by your laboratory for the workers involved in activities involving possible exposure to pathogens through blood or other body fluids submitted ?

24. Has a copy of the National Accreditation Board for Testing and Calibration Laboratories (NABL) certificate as issued by the Department of Science & Technology, Government of India/or equivalent submitted ? 
25. Has the disposal plan; necessary clearances for disposal of biohazardous, potentially infectious leftover samples and an undertaking that GoI guidelines on biomedical disposal will be followed submitted?
26. Has a copy of the valid recognition letter as issued by office of DCGI for approval as Bioavailability/Bioequivalence study centre (for laboratories where biological samples are being received for BA/BE studies) submitted?
