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* FDA Guidance for Industry: Determining the Extent of
Safety Data Collection Needed in Late Stage Premarket
and Post-approval Clinical Investigations, February, 2016

http://www.fda.gov/downloads/drugs/guidancecomplianc
eregulatoryinformation/guidances/ucm291158.pdf
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® Ensuring Patient Safety within Trials

* Early Consultation with Regulatory Authorities

* Types of Clinical Investigations That May Be Considered
for Selected Safety Data Collection

* Methods of Implementation

* Relation to Other Guidelines/Regulations
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E19 Expert Working Group

Members:

(Government Agencies) (Industries)
FDA, US PhRMA
EC, Europe EFPIA
MHLW/PMDA, Japan JPMA
Swissmedic, Switzerland BIO
Health Canada, Canada IGBA
CFDA, China WSMI
ANVISA, Brazil

Observers:

WHO, IFPMA, HSA, Singapore, TFDA, Chinese Taipei
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