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HMA #76
According to the ICH GCP Guidelines, what is the purpose of source documents?

A. To validate reports submitted to the IRB/IEC

B. To establish diverse subject enrolliment

C. To validate insurance reimbursement

D. To provide a record of subjects' investigational medical treatment

Ef#: D

R -

* ICH E6(R2) 1.52:Source documents are "original documents, data, and records... necessary for the reconstruction and evaluation
of the trial."

* Their main role is to document treatment and verify CRFs.

References: ICH E6(R2), §1.52.

B #77
Before approving a research protocol, an IRB/IEC nwst determine compliance with which of the following requirements?


https://www.certshiken.com/CCRP-shiken.html
https://www.passtest.jp/CCRP-exam.html

A. The sponsor is qualified to provide oversight of the trial

B. The investigator has adequate access to patients eligible for the trial
C. A plan for the publication of study results is in place

D. The selection of subjects is equitable

EM: D
e

IRB/IEC review focuses onethical protection of human subjects. Equitable subject selection is a cornerstone principle.

* 45 CFR 46.111(a)(3):"In order to approve research... the IRB shall determine that:Selection of subjects is equitable."

* ICH E6(R2) 3.1.2:"The IRB/IEC should safeguard the rights, safety, and well-being of all trial subjects... with particular attention
to trials that may include vulnerable subjects." Publication plans (A) are not required by IRBs. Access to patients (C) and sponsor
qualifications (D) are evaluated by sponsors, not IRBs. The IRB's role is ensuring fairness, minimizing coercion, and protecting
vulnerable populations.

Thus, the correct answer isB (The selection of subjects is equitable).

References:

45 CFR 46.111(a)(3) (Equitable subject selection).

ICH E6(R2), §3.1.2 (IRB/IEC role).

HM #78
A study team is preparing to initiate a Phase II trial for a novel colon cancer therapy. By signing the Form FDA 1572, the
investigator is certifying that the investigator has:

e A Obtained malpractice insurance

¢ B. Read and understood the investigator's brochure
e (. Completed other relevant research projects

e D. Confirmed that the site's SOPs are in place

Ef#: B

R :

Form FDA 1572 is the "Staterment of Investigator" for IND studies.

* 21 CFR 312.53(c)(1)(vi)(b)Requires mvestigators to "read and understand the Investigator's Brochure."

* By signing, the investigator also agrees to comply with regulations, maintain records, and supervise study conduct.
Other options (B-D) are not part of 1572 requirements.

Correct answer:A.

References:

21 CFR 312.53(c)(1)(vi)(b).

R #79
An investigator reports a serious adverse event suspected to be drug-related. By CFR, the sponsor must notify FDA no later than:

A. 7 days
B. 1 day
C. 15 days
D. 10 days

IEf#E: A

AR :

* 21 CFR 312.32(c)(2)-Life-threatening or fatal unexpected adverse events must be reported within7 calendar days.Other serious
unexpected events are reported within 15 days.

References:21 CFR 312.32(c)(2).

HH #80
In accordance with the CFR, a sponsor must submit a protocol amendment to the FDA for which of the following?

e A, A change in the manufacturing site for the investigational product



¢ B. The addition of a sub-investigator with the scientific training and expertise to conduct the investigation
¢ C. A significant change in an investigator's financial interest in the investigational product
¢ D. The addition of a new test that is intended to improve monitoring the subject for an adverse effect

EfE: A

fEERA -

The U.S. Code of Federal Regulations (CFR) specifies when sponsors must notify FDA of changes to investigational drug studies
under 21 CFR 312.30. A protocol amendment is required if there is:

A change to the protocol (e.g., objectives, design, subject population, dosing, or procedures).

The addition of a new investigator.

A change in the chemistry, manufacturing, or controls (CMC) that could significantly affect product quality or safety.

Among the listed options, a change in the manufacturing site (D) directly falls under significant manufacturing changes, requiring FDA
submission. Changes in investigator financial interests (B) are covered under 21 CFR 54 and reported separately, not as protocol
amendments. Addition of a sub-investigator (C) does not require a formal amendment, only site-level documentation and delegation
log update. Addition of a monitoring test (A) may affect the protocol, but not necessarily mandate an amendment unless it changes
objectives or subject safety endpoints.

Therefore, the correct answer is D. This ensures FDA oversight of product safety, efficacy, and compliance with CMC standards
before nvestigational use.

References:

21 CFR 312.30 (Protocol amendments).

21 CFR 312.23(a)(7) (Chemistry, manufacturing, and controls information).
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