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[1] Guidances relevant to general safety and efficacy determinations
Draft guidance for industry Patient-Reported Outcome Measures: Use in
Medical Product Development to Support Labeling Claims

Guidance for clinical trial sponsors Establishment and Operation of Clinical
Trial Data Monitoring Committees

Guidance for industry Acceptance of Foreign Clinical Studies

Guidance for industry Content and Format of Investigational New Drug
Applications (INDs) for Phase 1 Studies of Drugs, Including
Well-Characterized, Therapeutic, Biotechnology-Derived Products
Guidance for industry Providing Clinical Evidence of Effectiveness for
Human Drug and Biological Products

Guidance for industry Using a Centralized IRB Review Process in
Multicenter Clinical Trials

ICH guidance for industry E1A The Extent of Population Exposure to Assess
Clinical Safety: For Drugs Intended for Long-Term Treatment of
Non-Life-Threatening Conditions

[2] Guidances relevant to clinical pharmacology and exposure-response
assessments

Guidance for industry Exposure-Response Relationships — Study Design,
Data Analysis, and Regulatory Applications

Guidance for industry Population Pharmacokinetics
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3.Guidances relevant to nondrug influenza interventions (vaccines and
diagnostics)18

Draft guidance for industry and FDA staff Establishing the Performance
Characteristics of In Vitro Diagnostic Devices for the Detection or
Detection and Differentiation of Influenza Viruses
(http://www.fda.gov/cdrh/oivd/guidance/1638.html)

Guidance for industry Clinical Data Needed to Support the Licensure of

Pandemic Influenza Vaccines (www.fda.gov/cber/gdins/panfluvac.htm)
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