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ICH GCP 2016 E6 R2 Step 4.pdf

4. INVESTIGATOR

4.1 Investigator's Qualifications and Agreements
4.2 Adequate Resources

4.3 Medical Care of Trial Subjects

4.4 Communication with IRB/IEC

4.5 Compliance with Protocol

4.6 Investigational Product(s)

4.7 Randomization Procedures and Unblinding
4.8 Informed Consent of Trial Subjects

4.9 Records and Reports

4.10 Progress Reports

4.11 Safety Reporting

4.12 Premature Termination or Suspension of a Trial
4.13 Final Report(s) by Investigator
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OHRP* cautions,
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WHO Standards and Operational Guidance 2011.pdf
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JUAAAaUAAIKNINE (Researchers’ responsibilities

1. Submitting an application for review
(MsAuLdUaTATINITIRAATNUMIUARITUN)

2. Conduct of research (nsentfiun1sd@nsIAe)

3. Safety reporting (n13s1a91uANNUaanaNE)

4. Ongoing reporting and follow-up
(AT UANUANINUILRLANTAAANIN)

5. Information to research participants
(2iayasIIuaN RN AT)


WHO Standards and Operational Guidance  2011.pdf
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Protocol: Title, Rationale, Objectives, Research design,
Population,Inclusion/Exclusion criteria, Sample size,
Informed consent process, Methodology, Statistics,
Ethical considerations, ....dsglamin lsannn1sian
NRdIUINE LT (X ANNWNRIIUIRE, TatQauaILnUIInN
A9, ..... ) PR

Participant / Patient Information Sheet: n1saf
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Consent form:
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Others:
CRF (Case Report Form)

register 15915338 (Wudungidaudd Thai Clinical Trial
Registry, TCTR)

CV & Certificate of Ethics training
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