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HA #128
For an investigational new drug study that has potential side effects of myalgia, arthralgia, and lethargy, which of the following could
serve as an acceptable consent statement?

A. You might have some muscle aches, joint pain, and tiredness

B. You might have some mild side effects while taking the investigational drug
C. You might experience adverse events of myalgia, arthralgia, and lethargy
D. You might develop symptoms of myalgia, arthralgia, and tiredness

Ef#: A

A

Consent forms must present information inlanguage understandable to the subject, avoiding technical jargon.

* 21 CFR 50.20:"The information... shall be understandable to the subject... and not include any exculpatory language."
* ICH E6(R2) 4.8.6:Information should be presented inlanguage non-technical and understandable to the subject.

Thus, while medical terms (myalgia, arthralgia) are precise, they may not be understandable to laypersons.

The correct format useslayman's terms: "muscle aches, joint pain, and tiredness" (B).

Correct answer:B.

References:

21 CFR 50.20.

ICH E6(R2), §4.8.6.


https://www.topexam.jp/CCRP_shiken.html
https://www.passtest.jp/CCRP-exam.html

M #129
‘Which document was created by the National Commission for the Protection of Human Subjects of Biomedical and Behavioral
Research and summarizes the basic ethical principles and guidelines for the conduct of research involving human subjects?

A. The ICH Guidelines

B. The Belmont Report

C. The Nuremberg Code

D. The Declaration of Helsinki

IEf#: B

TR

TheBelmont Report (1979), issued by the U.S. National Commission, identifiesthree core ethical principles guiding human subject
research:

* Respect for Persons(informed consent, autonomy, protection of vulnerable populations).

* Beneficence(maximize benefits, minimize harms).

* Justice(fairness in subject selection and treatiment).

* TheNuremberg Code (1947)was developed post-WWII to prevent unethical experiments.

* TheDeclaration of Helsinki (1964, updated)is a World Medical Association document guiding international physician research
ethics.

* ThelCH Guidelines (1996)outline harmonized regulatory requirements for good clinical practice.

Only the Belmont Report fits the description ofa U.S.-based, principle-driven framework for human research ethics.

Thus, the correct answer isD (The Belmont Report).

References:

The Belmont Report (1979), National Commission for the Protection of Human Subjects.

45 CFR 46 (Human Subject Protections).

R #130
In accordance with the ICH GCP Guideline, prior to initiating a trial, which of the following should define, establish, and allocate all
trial-related duties and flnctions?

A. The mstitutional administrator
B. The sponsor

C. The study coordinator

D. The IRB/IEC

IEf#: B

fi .-

* JICH E6(R2) 5.2.1:"The sponsor is responsible for implementing and maintaining quality assurance and quality control systers...
including allocation of trial-related duties."

* Although tasks may be delegated to CROs or site staff, accountability remains with thesponsor.

References:ICH E6(R2), §5.2.1.

HH #131
A study coordinator is preparing an IRB submission for a Phase II oncology study. Which document must be included?

A. Record storage plan

B. List of potential subjects
C. Recruitment materials
D. Case report forms

IEfE: C

R -

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

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

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



HA #132
After completion of a Phase I1I trial, which document should IRB/IEC retain?

Ef#:
RN -

A. Occupations and affiliations of IRB members
B. Subject enroliment logs

C. Investigational product labels

D. Sponsor/investigator contracts

A

*21 CFR 56.115(a)(5)1RBs must retain records of IRB membership (names, qualifications, affiliations, occupations).
* Other documents (contracts, enroliment logs, product labels) are site or sponsor responsibilities, not IRB's.
References:21 CFR 56.115(a)(5).
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