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[NOTE ON TEMPLATE: WE HAVE INCLUDED ALL SECTIONS FOR COMPLETENESS, HOWEVER AS NOTED PREVIOUSLY, SOME SECTIONS MAY NOT APPLY TO YOUR PRODUCT (E.G. PHARMACOKINETICS)]
1. [bookmark: _Overview_of_the][bookmark: _Toc133232872][bookmark: _Toc139029004][bookmark: nonclinicaloverviewtemplateTOC]Overview of the Non-clinical Testing Strategy 
Start the summary by providing the FDA with an overview of your product, its description, your approach, and the protocols for the various studies conducted. 
2. [bookmark: _Toc133232873][bookmark: _Toc139029005]Pharmacology 
Under this section, include a summary of your results from all the In Vitro and In-Vivo pharmacodynamics, safety, and/or pharmacodynamic drug interaction assays. 
2.1. [bookmark: _Toc133232874][bookmark: _Toc139029006]Study 1: In Vitro Pharmacodynamics
2.2. [bookmark: _Toc133232875][bookmark: _Toc139029007]Study 2: In Vivo Pharmacodynamics 
2.3. [bookmark: _Toc133232876][bookmark: _Toc139029008]Safety analysis
2.4. [bookmark: _Toc133232877][bookmark: _Toc139029009]Pharmacodynamic Drug Interaction assays 
[bookmark: _Toc133232878]
3. [bookmark: _Toc139029010]Pharmacokinetics
Traditional pharmacokinetics (absorption, distribution, metabolism, excretion) studies are not feasible with AAV gene therapies. These studies are more applicable for small molecules, so you are unlikely to have these for your product. However, these sections are noted here for completeness per eCTD structure. These sections may be left blank. 
3.1. [bookmark: _Toc139029011]Absorption
3.2. [bookmark: _Toc133232880][bookmark: _Toc139029012]Distribution
3.3. [bookmark: _Toc133232881][bookmark: _Toc139029013]Metabolism
3.4. [bookmark: _Toc139029014]Excretion
3.5. [bookmark: _Toc139029015]Pharmacokinetic Drug Interactions
4. [bookmark: _Toc133232884][bookmark: _Toc139029016]Toxicology 
Under this section, include a summary of your results from any toxicity studies you have conducted for your product (including toxic signs, genotoxic activity, carcinogenicity, reproductive and developmental toxicity, local tolerance, or other studies)
4.1. [bookmark: _Toc133232885][bookmark: _Toc139029017]General toxicology studies
4.2. [bookmark: _Toc133232886][bookmark: _Toc139029018]Genotoxicity studies (may not be required for some gene therapies)
4.3. [bookmark: _Toc133232887][bookmark: _Toc139029019]Carcinogenicity studies (may not be required for some gene therapies)
4.4. [bookmark: _Toc133232888][bookmark: _Toc139029020]Reproductive and developmental toxicity studies (may not be required for some gene therapies)
4.5. [bookmark: _Toc133232889][bookmark: _Toc139029021]Local tolerance studies (may not be required for some gene therapies)
4.6. [bookmark: _Toc133232890][bookmark: _Toc139029022]Other studies (may not be required for some gene therapies)
[bookmark: _Toc133232891]
5. [bookmark: _Toc139029023]Integrated Overview and Conclusion 
This section should define the characteristics of your product, as demonstrated by the non-clinical studies, and arrive at logical, well-argued conclusions supporting its safety for the intended clinical use. Additionally, consider taking the results into account and discussing the implications of the non-clinical findings for safe human use. 
6. [bookmark: _Toc133232892][bookmark: _Toc139029024]References
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