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B #79
A clinical investigator received an honorarium from the sponsor of a covered study. At what payment value must this be reported?

e A $5,000

e B. Any amount
e C.$10,000

e D.>$25,000

EfE: C

A :

* 21 CFR 54.2(f) & 54.4(a)Requires disclosure of "significant payments of other sorts" (SPOOS) that exceed$25,0000r equity
interests exceeding$50,000.

* However,honoraria or consulting exceeding $10,000 annuallyalso trigger disclosure.

Thus, the reporting threshold is$10,000.

References21 CFR 54.2(f), 54.4(a).

HM #80
The FDA may propose to terminate an IND during a Phase I study if the FDA finds that which of the following conditions exists?

¢ A. Aninvestigator failed to submit safety reports to the FDA

e B. The sponsor failed to submit an accurate annual report of the study to the FDA

e C. The reviewing IRB/IEC at one of the sites that is planning to enroll subjects has not yet reviewed and approved the study
e D. The FDA issued a clinical hold, and 30 days have elapsed

IEf#: D
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The FDA has authority to imposeclinical holds and terminationson IND studies when subject safety is at risk.

*21 CFR 312.44(b)(1):"The FDA may propose to terminate an IND if it finds that human subjects would be exposed to an
unreasonable and significant risk of'illness or injury."

*21 CFR 312.42(e):"If an IND is placed on clinical hold and the deficiencies have not been adequately addressed within 30 days,
FDA may terminate the IND." Annual reports (A) are required but noncompliance usually results in clinical hold, not immediate
termination.

IRB approval delays (B) do not trigger termination; the site simply cannot begin. Investigators report safety data to sponsors, not
directly to FDA (C).

Thus, the correct answer isD (The FDA issued a clinical hold, and 30 days have elapsed).

References:

21 CFR 312.44(b)(1) (Termination of an IND).

21 CFR 312.42(e) (Clinical hold procedures).

H #81
Which of the following adverse events occurring during a study of an investigational new drug would require the sponsor to notify the
FDA as soon as possible but in no case later than seven calendar days after the mitial receipt of the information?

¢ A. Aninfection not related to the nvestigational drug requiring hospitalization for antibiotic therapy


https://www.jpexam.com/CCRP_exam.html

¢ B. Death due to disease progression, mentioned in the investigator's brochure

e (. Death as a result of arrhythmias (irregular heart rhythm), not mentioned in the investigator's brochure and thought to be
related to the use of the drug

¢ D. Aplastic anemia requiring hospitalization, mentioned in the investigator's brochure

Ef: C
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Sponsors must reportserious, unexpected, and suspected adverse reactions (SUSARs)to the FDA.

*21 CFR 312.32(c)(2)"Any adverse experience associated with the use of the drug that is bothserious and unexpectedshall be
reported...as soon as possible but no later than 7 calendar daysafter the sponsor's initial receipt of the information, if it is fatal or life-
threatening."

* JCH E2A 4.2:Requires expedited reporting oflife-threatening or fatal SUSARswithin 7 days.

Among the options, only (C) -death from arrhythmias not previously identified in the Investigator's Brochure and suspected to be
drug-related- meets the definition of a SUSAR requiring7-day expedited reporting, Events already listed in the IB (A, D) or
unrelated to the drug (B) do not trigger expedited reporting.

Thus, the correct answer isC.

References:

21 CFR 312.32(c)(2) (Expedited safety reporting).

ICH E2A, §4.2 (Expedited reporting of fatal/life- threatening adverse events).

H #82
In accordance with the ICH GCP Guideline, at what intervals should the on-site study monitoring be performed?

A. At least weekly

B. Once a year until study close-out

C. In a timely manner before, during, and after the study
D. Every 4-6 weeks until study close-out

Ef#: C
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Monttoring ensures trial integrity and subject safety.

* ICH E6(R2) 5.18.3:"The sponsor should ensure that the trials are adequately monitored. The determination of the extent and
nature of monitoring should be based on considerations such as the objective, purpose, design, complexity, blinding, size, and
endpoints of the trial."

* Monitoring must occurbefore (initiation visit), during (periodic), and after (closeout).

It is not limited to fixed weekly or monthly intervals (A, B) and not as infrequent as yearly (D). Instead, it is risk-adapted and
flexible, but must cover all phases of the study.

Correct answer:C (Timely manner before, during, and after).

References:

ICH E6(R2), §5.18.3.

H #83
Which of the following is one of the responsibilities of an investigator who is NOT a sponsor?

A. Ensuring that all participating investigators are promptly informed of significant new adverse events
B. Reporting serious adverse events to the applicable regulatory agency

C. Ensuring proper monitoring of an investigation at all investigational sites

D. Maintaining control of the investigational product

IEf@E: D
R e«

For non-sponsor investigators, responsibilities are limited tosite-level conduct and product accountability.

* JCH E6(R2) 4.6.1:"Responsibility for mvestigational product(s) accountability at the trial site rests with the investigator/mnstitution."
*21 CFR 312.61:Requires the investigator to admmnister investigational drugs only to subjects under their supervision and maintain
control.

Other responsibilities listed belong tosponsors:



* A: Reporting SAFEs to FDA is a sponsor duty (investigators report to sponsor, not directly to FDA).
* B: Monitoring at all sites is a sponsor responsibility.

* C: Disseminating safety updates is a sponsor's role.

Correct answer:D (Maintaining control of TP).

References:

ICH E6(R2), §4.6.1.

21 CFR312.61.
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