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2.7.2. SUMMARY OF CLINICAL PHARMACOLOGY STUDIES
[bookmark: _Toc131393901][bookmark: _Toc133233868][bookmark: _Toc139015977]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).
These written summaries should be composed mainly of text, but inclusion of tables and figures within the text body to more effectively convey certain information is acceptable. Clinical Summaries should provide a detailed, factual, and structured summary of the clinical data and should refrain from providing interpretations and conclusions.
Consider inserting a table of contents to aid the FDA reviewer in the organization of this document, as well as tables of abbreviations used, and a table of tables and figures. Delete any sections below that do not apply to your product (i.e. don’t include empty sections).
2.7.2.1. Background and Overview
In this section, your goal is to provide the FDA with an overall view of the clinical pharmacology studies, including the in vitro (performed in human biomaterials) and in vivo dosage form performance, and the general approach and rationale used in developing the bioavailability, comparative bioavailability, bioequivalence, and in vitro dissolution profile database. Provide an overview of analytical methods, emphasizing performance characteristics of assay validation and quality control. Refrain from including detailed information about individual studies.
2.7.2.2. Summary of Results of Individual Studies
A tabular listing of all biopharmaceutic studies (bioavailability and bioequivalence) should be provided (lengthy tables can be added to the 2.7.2.5 Appendix section and cross-linked), with narrative descriptions of relevant features and outcomes of each of the individual studies that provided important in vitro or in vivo data. Summaries of dose-response or concentration response (PK/PD) studies with PD endpoints should generally be included in this section. The narrative descriptions of each study should be similar in length to an abstract for a journal article and should describe critical design features and critical results. References or links to the full report of each study should be included in the narratives.
2.7.2.3. Comparison and Analyses of Results Across Studies
This section should provide a factual presentation of all data across studies pertinent to in vitro human biomaterial studies and PK, PD, and PK/PD studies to characterize the pharmacologic relationships of the drug. Results related to the inter- and intraindividual variability in these data and the intrinsic and extrinsic factors affecting these PK relationships should be discussed. Studies that use PD biomarkers but do not evaluate clinical efficacy may be summarized here. 
2.7.2.4. Special Studies
Use this section to include studies that provide special types of data relevant to specific types of medicinal products (ex. Immunogenicity data for gene editing therapies). For immunogenicity studies and other studies in which data may correlate with PK, PD, safety, and/or efficacy data, explanations of such correlations should be summarized here. Any observed or potential effects on pharmacokinetics, pharmacodynamics, safety and/or efficacy should be considered in other appropriate sections of the Clinical Summary as well, with cross-referencing to this section. Human studies that address a specific safety issue should not be reported here, but instead should be reported in section 2.7.4, Summary of Clinical Safety. Full reports belonging in the “special studies” section will be detailed in Module 5.3.5.4.
2.7.2.5. Appendix
Use this section to include lengthy tables. Smaller tables can be embedded in the text of the appropriate sections when they enhance the readability of the document.
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