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[bookmark: b1_3_1_1]1.20	GENERAL INVESTIGATIONAL PLAN
Delete this explanatory text prior to submission. When edits are complete, convert this document to a PDF, following the guidelines available in PDF Specifications (published September 2016).
Use this section to provide a short (2-3 page) summary of the planned clinical investigation/s and purpose of the study. It should contain information on the disease indication, the rationale supporting the proposed clinical trial, the general approach to evaluating the investigational drug (including dose, schedule, patient population, trial duration), and any serious risks anticipated from nonclinical toxicology studies. If the IND is intended for multiple clinical trials, information supporting and describing each trial should be included. Including a table of contents or dividing the text into the numbered sections below may be helpful but is not required. To support agency review, including cross-references to other sections of the IND that go into greater detail where appropriate. Requirements for this section are described in 21 CFR 312.23(a)(3)(iv).
Hint: Think of the General Investigational Plan like a “Specific Aims” page for your IND. 

1. Rationale for Phase 1 or First-in-human study
This section should briefly discuss nonclinical study data demonstrating proof-of-concept and potential benefit of the proposed drug and disease indication. Briefly describe the proposed drug product and explain its mechanism of action. 
2. [bookmark: _Toc133228036][bookmark: _Toc139014394][bookmark: _Toc139014393][bookmark: GIPbookmark_toc]Indication(s) to be studied
This section should describe the disease indication/s, and include information about the causal gene/s, and pathogenesis. It should also discuss unmet clinical need, standard of care (if any), and whether approved therapies exist.  
3. [bookmark: _Toc133228037][bookmark: _Toc139014395]Summary of Clinical Program 
This section should briefly describe the proposed clinical investigation and a summary of the clinical trial protocol. Details to include:
· Clinical center, sponsor/investigator
· Who is eligible for study, proposed number of patients to enroll
· Route of administration, any additional procedures required
· Timeline of study procedures, including follow-up visits
· Primary and secondary objectives of the study
· Data management and reporting plans
If multiple clinical investigations are planned, provide a high-level overview of each, using the above criteria. 
4. [bookmark: _Toc133228039][bookmark: _Toc139014397]Any risk of particular severity or seriousness anticipated on the basis of toxicological data in animals or prior human studies with the drug or related drugs
This section should discuss if any risks are anticipated from prior data using the study drug or similar drugs and describe what steps will be taken to mitigate those risks.
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