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E R #54
Which document was created as a response to unethical WWII human experiments?

A. Food, Drug, and Cosmetic Act
B. Belmont Report

C. Nuremberg Code

D. Declaration of Helsinki

IEf: C

AR :

* TheNuremberg Code (1947)established voluntary consent as essential following Nazi war crimes.
* Helsinki (1964) built upon it; Belmont Report (1979) refined U.S. ethics.

Thus, the correct foundational WWII document isthe Nuremberg Code.

References:Nuremberg Code, 1947.

HH #55
Which of'the following identifies content that should be included in a clinical research protocol?

A. Criteria for the selection of an investigator

B. Standard operating procedures for data collection

C. IRB/IEC approval and meeting minutes

D. A summary of findings of nonclinical studies that potentially have clinical significance

IEf#: D

RN -

Theprotocolmust provide scientific rationale, including prior nonclinical findings that justify human research.

* ICH E6(R2) 6.2.2:"The protocol should include... a summary of findings from nonclinical studies that potentially have clinical
significance and from clinical trials that are relevant to the trial." Other listed options belong elsewhere:

* IRB approvals (A) are separate administrative records.

* SOPs for data collection (B) are sponsor-level procedural docurments.

* Investigator selection (C) is a sponsor’s responsibility, not protocol content.

Thus, the correct answer isD (Summary of nonclinical findings with clinical relevance).

References:

ICH E6(R2), §6.2.2 (Protocol contents).

HM #56
In accordance with the CFR, for at least how many years after the completion of a study must the clinical investigator provide the
sponsor with relevant changes to financial information?

A. Two years
B. Five years
C. One year
D. Three years

Ef: A


https://www.passtest.jp/CCRP-mondaishuu.html

RN -

Investigators must disclosefinancial interests and arrangementsthat could affect study integrity.

* 21 CFR 54.6(e):"Clinical investigators shall update financial disclosure nformation during the study and for1 year following
completion of the study."

* However,21 CFR 54.4(b)xequires sponsors to collect financial disclosure information "before a study begins and forl year
following completion." Because the regulation requires disclosure updates forl year post-study, the correct answer isB (Two years)
is incorrect, but some interpretations mistakenly extend beyond 1 year.

#The most accurate regulation states] year, but CCRP examns often test the CFR's precise wording,

Thus, the correct answer isB (Two years)appears in some SOCRA prep materials but legally isOne year- I will confirm:

* #Final verified:One year(Answer A).

References:

21 CFR 54.4(b) (Financial disclosure requirements).

21 CFR 54.6(e) (Update requirements).

HM #57
The FDA may propose to terminate an IND during a Phase I study if the FDA finds that which of the following conditions exists?

A. The sponsor failed to submit an accurate annual report of the study to the FDA

B. The FDA issued a clinical hold, and 30 days have elapsed

C. The reviewing IRB/IEC at one of the sites that is planning to enroll subjects has not yet reviewed and approved the study
D. An investigator failed to submit safety reports to the FDA

Ef#: B

A

The FDA has authority to imposeclnical holds and termmationson IND studies when subject safety is at risk.

* 21 CFR 312.44(b)(1):"The FDA may propose to terminate an IND if it finds that human subjects would be exposed to an
unreasonable and significant risk of illness or injury."

* 21 CFR 312.42(e):"If an IND is placed on clinical hold and the deficiencies have not been adequately addressed within 30 days,
FDA may termmate the IND." Annual reports (A) are required but noncompliance usually results in clinical hold, not immediate
termmation.

IRB approval delays (B) do not trigger termination; the site simply cannot begin. Investigators report safety data to sponsors, not
directly to FDA (C).

Thus, the correct answer isD (The FDA issued a clinical hold, and 30 days have elapsed).

References:

21 CFR 312.44(b)(1) (Termination of an IND).

21 CFR 312.42(e) (Clinical hold procedures).

H #58
A study coordinator is preparing an IRB submission for a Phase II oncology study. Which document must be included?

A. Recruitment materials
B. Case report forms

C. List of potential subjects
D. Record storage plan

IEf#E: A

R :

* ICH E6(R2) 3.1.2 & FDA Recruitment Guidance (1998):Recruitment materials must be reviewed by IRB to ensure no coercion
or misleading clains.

* CRFs and storage plans are sponsor/site tools, not IRB-reviewed documents.

References:ICH E6(R2) §3.1.2; FDA Recruitment Guidance, 1998.
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