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HMA #74
‘Which of'the following would be considered an addendum to an investigator's brochure for an unapproved Investigational Product?

A. A Suspected Unexpected Serious Adverse Reaction (SUSAR) report
B. Revisions to the risk section of the nformed consent form

C. A site-specific SAE report

D. Product monograph updates

EfE: A

A -

The IB must be updatedas new significant safety information emerges.

* ICH E6(R2) 7.3:"The sponsor should revise the IB as soon as new, significant information becomes available."

* ICH E2 ARRequires sponsors to reportSuspected Unexpected Serious Adverse Reactions (SUSARs) in expedited reports and
include them inIB updates or addenda.

A SUSAR report (B) represents new, unexpected, and serious safety information not previously documented, and therefore
warrants inclusion as anlB addendumuntil the IB is formally updated.

Revised consent forns (A) are submitted to IRBs, not IBs. Site-specific SAE reports (C) remain at site

/sponsor level, not in the IB. Product monograph updates (D) apply to approved products, not investigational ones.

Thus, the correct answer isB (SUSAR report).

References:

ICH E6(R2), §7.3 (Updating the Investigator's Brochure).

ICH E2A (Clinical Safety Data Management: Definitions and Standards for Expedited Reporting).

B #75
An investigator received $60,000 equity interest three years after study completion. What is the financial reporting requirement?

A. Report to FDA
B. None

C. Report to OHRP
D. Report to sponsor

IEf#: B

L2

* 21 CFR 54.4(b)Requires disclosureduring the study and for 1 year after completion.
* After three years, no disclosure is required.

References:21 CFR 54.4(b).

HH #76
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 agrees 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 and investigator agree that the information is essential
D. At any time, at the discretion of the IRB/IEC

IEf#: D


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

RN -

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 information would meaningfully add to the protection of the rights and welfare of subjects." This confirms that the
IRB/IEC has unilateral authority to request additional information at any time, regardless of sponsor or investigator 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 informed consent).

B #77
Why would a Phase IV study be conducted?

¢ A Different off-label population

¢ B. Different marketing strategy

e C. Different dosage

¢ D. Different schedule of administration

Ef: A

R

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

* ICH 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).

B #78

A subject currently on a clinical trial was hospitalized for 2 days due to a SAE. The subject reported the hospitalization to the
mvestigator at the next study visit. According to the ICH GCP Guideline, when should the mvestigator report the SAE to the
sponsor?

A. Within 7 working days
B. Within 15 working days
C. Within 10 working days
D. Immediately

IEf#: D

AR :

ICH requiresimmediatereporting of all SAEs to the sponsor (except those protocol-identified as not requiring immediate reporting).
Exact extract:

* ICH E6(R2) 4.11.1: "The investigatorshould report all serious adverse events immediately to the sponsorexcept for those SAEs
that the protocol... identifies as not needing immediate reporting." Therefore, "Immediately" (A) is correct. The other timeframes are
not aligned with ICH GCP for mitial SAE notification from investigator to sponsor.

References:

ICH E6(R2) Good Clinical Practice, §4.11.1 (Safety reporting by investigators).
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