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H #102
The study coordinator for a new Phase III vaccine study is preparing documents for IRB/IEC submission.

According to the ICH GCP Guidelines, which of the following documents should be included in the submission?

¢ A The nvestigators' CVs
¢ B. Local lab normal ranges
e C. Case report forms

¢ D. Recruitment materials

Ef#E: D

A :

IRBS/IECs are responsible for ensuring that subject recruitment is ethical and not coercive.

* ICH E6(R2) 3.1.2:The IRB/IEC safeguards subjects by reviewing recruitment procedures and materials.

* 21 CFR 56.111(a)(3):Requires equitable subject selection, which extends to advertisements and recruitment.

* FDA Guidance on Recruiting Study Subjects (1998):States that "advertisements and recruitment materials must be reviewed and
approved by the IRB prior to use." While CVs (D) and lab ranges (A) are essential documents for study feasibility and quality, they
are not mandatory for IRB approval package. CRFs (B) are sponsor tools for data collection, not subject-facing, and thus not
reviewed by IRBs.

Correct answer:C (Recruitment materials).

References:

ICH E6(R2), §3.1.2.

FDA Recruitment Guidance, 1998.

Z R #103
In a completed multi-site Phase I drug study using remote EDC, who ensures the system complies with accuracy and reliability
requirements?

A. Regulatory authority
B. Sponsor

C. Investigator

D. Institution

IEf#: B

AR :

* ICH E6(R2) 5.5.3:Sponsors are responsible for validating computerized systens used in trials.
Investigators ensure proper data entry, but system compliance lies with sponsor.
References:ICH E6(R2), §5.5.3.

HH #104
In accordance with the CFR, a sponsor must submit a protocol amendment to the FDA for which of the following?

A. A change in the manufacturing site for the investigational product

B. A significant change in an investigator's financial interest in the investigational product

C. The addition of a new test that is intended to improve monitoring the subject for an adverse effect

D. The addition of a sub-investigator with the scientific training and expertise to conduct the investigation


https://www.xhs1991.com/CCRP.html

EfE: A

R :

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 investigational use.

References:

21 CFR 312.30 (Protocol amendments).

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

M #105
After completion of a Phase I1I trial, which document should IRB/IEC retain?

e A. Sponsor/investigator contracts

¢ B. Subject enroliment logs

¢ C. Investigational product labels

¢ D. Occupations and affiliations of IRB members

Ef#: D

L2

*21 CFR 56.115(a)(5):IRBs 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.
References21 CFR 56.115(a)(5).

M #106
In order to adequately monitor a clinical trial, the monitor must be familiar with each of the following, EXCEPT the:

A. Written information to be provided to the subjects

B. Requirements for storage of the investigational product

C. Sponsor's SOPs

D. IRB/IEC requirements for reporting to the regulatory authority

Ef#: D

AR

Monitors verify compliance with protocol, sponsor SOPs, GCP, and regulations.

* ICH E6(R2) 5.18.4:Outlines monitor responsibilities, ncluding verifying informed consent, protocol compliance, investigational
product accountability, and adherence to sponsor SOPs.

* Monitors must also be familiar with subject-facing documents (A) and storage requirements for investigational product (B).
However,IRB/IEC requirements for reporting to regulatory authoritiesare outside a monitor's scope.

That responsibility lies with investigators and IRBs under21 CFR 56.108(b).

Thus, the correct answer isD.

References:

ICHE6(R2), §5.18.4.

21 CFR 56.108(b).
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