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International Council for Harmonization of Technical Requirements for
Pharmaceuticals for Human Use (ICH). ICH Harmonized Guideline Integrated
Addendum to ICH E6(R1): Guideline for Good Clinical Practice E6(R2). Current Step 4
version, dated 9 November 2016. (https://database.ich.org/sites/default/files/E6 R2
_Addendum.pdf)

Standard Operating Procedure for the Recording, Management and Reporting of
Adverse Events by Sponsor
(http://www.ucl.ac.uk/jro/standingoperatingprocedures/documents/SPON_S14 SOP
_for_ Management of Adverse Events by Sponsor.pdf - accessed 1 February 2016)
Guidance on Reviewing and Reporting Unanticipated Problems Involving Risks to
Subjects or Others and Adverse Events
(http://www.hhs.gov/ohrp/policy/advevntguid.html - accessed 1 February 2016)
WHO Operational Guidelines for Ethics Committees that Review Biomedical
Research, 2000. (http://www.who.int/tdr/publications/documents/ethics.pdf?ua=1 -
accessed 18 January 2016)

WHO Standards and Operational Guidance for Ethics Review of Health-Related
Research with Human Participants, 2011.
(http://apps.who.int/iris/bitstream/10665/44783/1/9789241502948 eng.pdf-
accessed 18 January 2016)

Guidance for Adverse Event Report form “Achieving Guidance in Clinical Trail safety
information among Stakeholder” Forum for Ethical Review Committee in Thailand
(FERCIT), June 2011
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