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*1.1.a Select Product :

*1.2. Summary of the proposal

*1.3. Rationale of the proposal

1.4. Novelty anc

wentive step of the proposal
“Not more than 180-200 words

15.Sc

iciTechnical details of the proposal
“Not more than 180-200 words

**1.6. s the Preliminary data available with respect to proposed
study. If available then please upload the preliminary data available

“Upload the preliminary scientific data with analysis avaliable

*1.7. National and international status of proposed technology or
product.

*1.8. National Importance! Social Relevance

*1.9. Competitor products/Technology

*1.10.Commercialization Potential

“1.11. Risk factors with respect to Technology development,
Methodology adopted, Commercialization, etc. and Mitigation
strategy

*1.12.Business strategy
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5. Have you ever submitted a related proposal under any of the BIRAC ONo ® YES

Schemes?

Select  Proposal Reference
No.

Proposal Title

Proposal Status. BIRAC Scheme

J Hé\PP

* 6. Environmental and Health Risks from the activities of the proposal
and the related safety framework.
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*1.1.Aim/Objective of the proposal

“1.1.a Select Product: 1 Infiximab
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*1.2.Rationale

*1.3.Objective, Primary & Secondary Outcomes
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“1.4.National Importance/Societal Relevance Of Disease
Category/Product Under Evaluation And Intervention Being

“1.5.Market Potential Of Product Being Evaluated Based On
Anticipated Product Cost

“1.6.Possible Risk Factors For Successful Conduct Of Study In
Brief

4

1 Rationale Of The Study Supported By Cited Literature
(Do not exceed 200 words)

2Possible Risk Factors Evaluated With Details Towards Ensuring
Successful Conduct Of Clinical Trials
(Do not exceed 200 words)

4
3.Full Trial Protocol With Its Appendices In The Format That You

Plan To Submit To The Regulatory Authories (follow ICH
quidelines)

4

Please Upload Full Trial Protocol

4.Available Non-Ci

ical And Clinical Information To Support The
Proposed Clinical Trial
(Do not exceed 200 words)

Please Upload Copy Of Investigator Brochure (IB)





