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New invasive and high risk intervention

Clinical trial phase 1-3

Investigational drugs and medical device

Clinical trial involving off label use of drugs and medical device

Bio-equivalence study
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NECAST szau 1 * Availability of regulations and
guidelines

 Availability of SOPs

e Adherence to national and
international guideline

* Areas and functions covered by
SOPs

 Availability of forms and checklists
* Periodic updating SOPs
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N ECAST 52011 1  Comprehensive use of reviewer assessment
form

Comply with SOPs

Elements of review

Decision making process

Completeness of meeting agenda
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* Meeting minutes and decision letters

* Continuing reviews
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* IRB office

* Orderly filing system

* Database for tracking
 Comprehensive documentation

* Separation of active from inactive files
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e Assignment of appropriate

reviewers
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* Visit office
* Interview

MIATIDIEIEIN

* Observe board meeting
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CVs

SOPs (6 fau)
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List of protocols (1 year)

Self-assessment form
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List of protocols (3 years, liuasanin 15
Protocols, 10 protocols - FB)

Self-assessment form

SAEs and minutes (3 reports)




After Accreditation
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Annual report

List of protocols
in 1 years

Minutes (last 3
minutes)
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