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H #59
In a completed multi-site Phase I drug study using remote EDC, who ensures the system complies with accuracy and reliability
requirements?

¢ A Investigator

® B. Sponsor

e C. Institution

¢ D. Regulatory authority

IEf#: B

A :

* 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.

HM #60
A study will enroll 420 subjects over 3.5 years. What is expected average monthly accrual?

A0
B.1
C.2
D.3

EfE: A

fi .-

420 subjects + 42 months (3.5 years) =10 subjects/month.

However, "expected average" often rounds up to next whole number, ensuring enrollment goals are met. Thus,
11/monthis correct.

This calculation is important for feasibility assessments and protocol planning,

References:Standard feasibility calculations (ICH E6(R2) §5.6).

E R #61
In accordance with the CFR, the sponsor (who is not a sponsor-investigator) is responsible for which of the following?

¢ A Overseeing the administration of the investigational drug to the subjects

e B. Submitting progress reports to the reviewing IRB/IEC

e (. Ensuring that the FDA and all participating investigators are promptly informed of significant new adverse effects or risks
with respect to the drug

e D. Maintaining case histories that record all observations and other data pertinent to the investigation

IEf: C

AR :

Sponsors are responsible for distributing safety updates across all investigators and the FDA.

* 21 CFR 312.55(b):"The sponsor shall promptly notify all participating investigators, and the FDA, of new significant adverse
effects or risks with respect to the drug." Other responsibilities fall elsewhere:

* Case histories (C) are maintained by mnvestigators (21 CFR 312.62(b)).

* Progress reports to IRBs (D) are the investigator's duty (21 CFR 312.66).

* Administration of nvestigational drug (A) is managed by the investigator at site level.

Thus, the correct answer isB (Ensuring FDA and investigators are promptly informed).


https://jp.fast2test.com/CCRP-premium-file.html

References:
21 CFR 312.55(b) (Sponsor notification requirenments).

P #62
According to the CFR, which of the following is a complete and accurate list of the signatures required on the short form consent
docurment?

¢ A The subject or else the subject's legally authorized representative

¢ B. The subject or else the subject's legally authorized representative; the investigator or else the investigator's designee

¢ C. The subject or else the subject's legally authorized representative; the investigator or else the investigator's designee; the
witness

e D. The subject or else the subject's legally authorized representative; the witness

Ef#: D

R -

Theshort form consent processis permitted when the subject is presented with a brief written statement that they were informed of
the study, supplemented by an oral presentation.

* 21 CFR 50.27(b)(2)Requires the short formto be signed by the subject (or legally authorized representative)and a witness.

* The witness ensures that oral consent was properly conveyed and understood.

* The person obtaining consent must sign aseparate written summary, but not the short form itself.

Thus, the accurate answer isA: subject (or LAR) + witness.

References:

21 CFR 50.27(b)(2).

H #63
Which of the following elements should NOT mfluence the investigator's ability to obtain endpoint data?

A. Conplexity of study

B. Length of study follow-up
C. Participant compliance
D. Conmplexity of CRFs

IEf#: D

fi .-

* Endpoint data collection is based onprotocol designand subject compliance, not CRF formatting,
* ICH E6(R2) 4.9.0:Investigator responsible for data accuracy regardless of CRF complexity.
References:ICH E6(R2), §4.9.0.
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