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1 FDA says it had no input as companies developed checkpoint inhibitors in China: https://cancerletter.com/conversation-

with-the-cancer-letter/20220204_1/
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2 21 CFR §50.25 (a)(4): A disclosure of appropriate alternative procedures or courses of treatment, if any, that might be
advantageous to the subject.

https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-50

3 ICH-GCP E6(R2) 4.8.2: The written informed consent form and any other written information to be provided to subjects
should be revised whenever important new information becomes available that may be relevant to the subject’s consent. Any
revised written informed consent form, and written information should receive the IRB/IEC's approval/favourable opinion in
advance of use. The subject or the subject’s legally acceptable representative should be informed in a timely manner if new
information becomes available that may be relevant to the subject’s willingness to continue participation in the trial. The
communication of this information should be documented.
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-clinical-practice-e6r2-4-step-2b_en.pdf

4 21 CFR §50.25 (b)(4): The consequences of a subject's decision to withdraw from the research and procedures for orderly
termination of participation by the subject.
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5 21 CFR §50.25 (b)(5): A statement that significant new findings developed during the course of the research which may
relate to the subject's willingness to continue participation will be provided to the subject.

6 21 CFR §50.25 (c): When seeking informed consent for applicable clinical trials, as defined in 42 U.S.C. 282(j)(1)(A), the
following statement shall be provided to each clinical trial subject in informed consent documents and processes. This will
notify the clinical trial subject that clinical trial information has been or will be submitted for inclusion in the clinical trial
registry databank under paragraph (j) of section 402 of the Public Health Service Act. The statement is: “A description of this
clinical trial will be available on http://www.ClinicalTrials.gov, as required by U.S. Law. This Web site will not include
information that can identify you. At most, the Web site will include a summary of the results. You can search this Web site at
any time.”
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