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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Draft guidance for industry Patient-Reported Outcome Measures: Use in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 E1A4 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Draft guidance for industry and FDA staff Establishing the Performance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)

29



	1.非临床研究
	2.早期临床研究
	2.1 激发研究（Challenge studies ） 
	2.2 Ⅱ期临床剂量探索研究 

	1.研究设计
	1.1 治疗性研究：无并发症的急性流感
	1.2 治疗性研究：住院患者中的严重流感 
	1.3 预防性研究

	2.研究人群
	3.入选标准
	4.盲法
	5.剂量选择和给药途径
	6.疗效终点
	6.1 总则
	6.2 无并发症的急性单纯性流感的治疗
	6.3 重病住院患者的治疗 
	6.4 预防
	6.5 治疗目的为减少并发症

	7.试验周期和观察时间点
	8.病毒学检测和耐药性监测
	9.Ⅲ期临床研究的统计学考虑
	9.1 治疗性研究
	9.2 预防性研究

	10.风险-获益
	1.相关的非临床安全性 
	2.PK和PD 
	2.1 PK的测定
	2.2 PD的测定
	2.3 建立模型

	3.特殊公共卫生情况下的技术及管理考虑
	参考文献

