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4.2.3.3. Genotoxicity

4.2.3.4. Carcinogenicity.

4.2.3.5. Reproductive and developmental toxicity.
4.2.3.6. Local tolerance.

4.2.3.7. Other toxicity studies.

4.3. Literature references.

MODULE 5: CLINICAL STUDY REPORTS
5.1. Table of contents.

5.2. Tabular listing of all clinical studies.

5.3. Clinical study reports:

5.3.1. Reports of biopharmaceutical studies.

5.3.2. Reports of studies pertinent to pharmacokinetics using human biomaterials.

5.3.3. Reports of human pharmacokinetic studies.

5.3.4. Reports of human pharmacodynamic studies

5.3.5. Reports of efficacy and safety studies.

5.3.6. Reports of post-registration experience.

5.3.7. Samples of case reports forms and individual patient listings.
5.4. Literature references.
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