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Z| &l Clinical Research Professional CCRP F 2N EEX| (Q62-Q67):

HEE #62
A Phase I study of a new blood pressure medication has been submitted for initial approval to an IRB/IEC. In accordance with the
CFR, the IRB/IEC must consider which of the following criteria when determining whether to approve the study?

A. The educational background of the study team
B. The funding source for the trial

C. The availability of the patient population

D. The equitability of the selection of subjects

]

0
M
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When reviewing protocols, IRBs/IECs are primarily responsible forsafeguarding human subjectsby evaluating risks, benefits, and
fairness in subject selection.

*21 CFR 56.111(a)(3):"In making its determination the IRB shall determine that... selection of subjects is equitable."”

* 45 CFR 46.111(a)(3)Repeats this requirement, emphasizing fairness across gender, race, age, and socioeconomic status.
Other options:

* Patient population availability (A) is afeasibility issue, addressed by investigators and sponsors, not IRBs.

* Education of the study team (C) is confirmed by thesponsor and investigator, not IRB.

* Funding sources (D) may raise conflict of interest concerns, but they are not IRB approval criteria per federal regulations.
Thus, IRBs focus onjustice and fairness in subject selectionas part of the Belmont Report principles.

References:

21 CFR 56.111(a)(3).

Belmont Report (Justice principle).

HEE #63
Upon completion of a study, the mvestigator should do which of the following?

A. Provide the IRB/IEC a final report, but only if the study has a positive outcome

B. Ensure that all payments from sponsor have been received

C. As soon as possible, provide the IRB/IEC with a final report that summarizes the trial's outcome

D. Conmpile site data, publish the study results, and submit the publication to the IRB/IEC as the final report

HE. C

HE:

Investigators must formally close out a trial with the IRB/IEC.

* ICH E6(R2) 4.13.2:"Upon completion of the trial, the nvestigator/institution should provide the IRB

/IEC with a summary of the trial's outcome."

* 21 CFR 312.66:Reinforces investigator's duty to keep IRB informed throughout study lifecycle.

This applies regardless of whether outcomes were positive, negative, or inconclusive. IRBs are not concerned with sponsor
payments (B) or publications (D).

Thus, the correct answer iSA (Provide final report to IRB/IEC).

References:

ICH E6(R2), §4.13.2 (Final reporting requirement).

EAE #64
Why would a Phase IV study be conducted?

A. Different off-label population

B. Different dosage

C. Different schedule of administration
D. Different marketing strategy

HE:. A



Phase IV studies (post-marketing) examine real-world safety and effectiveness.

* JCH E8(R1):Describes Phase IV as "studies performed after drug approval to delineate additional information including the drug's
risks, benefits, and optimal use."

* They often test drugs innew or broader populationsbeyond original approval.

While dosing and schedules are Phase I-111, Phase IV focuses onnew patient populationsor long-term outcomes.

References:ICH E8(R1).

HEE #65
After the sponsor's auditor completes the final audit report for a Phase II trial with an investigational new drug, which of the following
is responsible for providing the audit certificate to the clinical site?

A. The sponsor

B. The IRB/IEC

C. The regulatory authority

D. The Data Safety Monitoring Board

HE: A

MY

Audits are part of sponsor quality assurance to ensure trial compliance.

* ICH E6(R2) 5.19.3:"The sponsor’s auditing procedures should include the provision of anaudit certificatewhere required."

* ICH E6(R2) 8.2.20:Audit certificates are essential documents generated and retained by the sponsor.

IRBs (A), regulators (B), and DSMBs (C) are not responsible for audit documentation. Therefore, only the sponsorissues and
maintains audit certificates, providing them to sites when appropriate.

Correct answerD.

References:

ICH E6(R2), §5.19.3.

ICH E6(R2), §8.2.20.

EE #66
When can the IRB/IEC require that additional information be given to subjects as part of informed consent?

A. At any time, but only if the sponsor and mvestigator agree that the information is essential
B. At any time, but only if the investigator agrees that the information is essential

C. At any time, but only if the sponsor agrees that the information is essential

D. At any time, at the discretion of the IRB/IEC

2
m

SH: D

ME:

The IRB/IEC is empowered to protect subjects and ensure informed consent remains accurate, complete, and understandable.

* ICH E6(R2) 3.1.2:"The IRB/IEC should safeguard the rights, safety, and well-being of all trial subjects. Special attention should
be paid... when considering the adequacy and completeness of the written information to be provided to the subjects."

* 21 CFR 56.109(b):"The IRB shall require that information given to subjects as part of informed consent is in accordance with
§50.25.The IRB may require that information, in addition to that specifically mentioned in §50.25, be given to the subjects when in
its judgment the nformation would meaningfully add to the protection of the rights and welfare of subjects." This confirns that the
IRB/IEC has unilateral authority to request additional information at any time, regardless of sponsor or nvestigator agreement.
Thus, the correct answer isA (At any time, at the discretion of the IRB/IEC).

References:

ICH E6(R2), §3.1.2 (IRB responsibilities).

21 CFR 56.109(b) (IRB review of nformed consent).
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