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(Q94-Q99):
NEW QUESTION # 94 
If a subject experiences a serious adverse event related to the study drug and only minimal information is available, the investigator
must submit the information to the:

A. Sponsor and IRB/IEC within five days
B. IRB/IEC immediately, then sponsor when full details are available
C. Sponsor and IRB/IEC within seven days
D. Sponsor and IRB/IEC immediately, then update later

Answer: D

Explanation:
* ICH E6(R2) 4.11.1:Investigators must "immediately report all serious adverse events to the sponsor except for those the protocol
identifies as not requiring immediate reporting."
* IRB must also be informed promptly per21 CFR 312.64(b).
* Follow-up information is submitted later as available.
References:ICH E6(R2), §4.11.1; 21 CFR 312.64(b).

NEW QUESTION # 95 
According to the CFR, which of the following is a complete and accurate list of the signatures required on the short form consent
document?

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

Answer: B

Explanation:
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 form to 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).

NEW QUESTION # 96 
According to 21 CFR Part 11, each electronic signature must be unique and:

A. Identical to handwritten signature
B. Reassignable after validation
C. Transferable to family
D. Cannot be reused or reassigned

Answer: D

Explanation:
* 21 CFR 11.100(a):Requires that electronic signatures be "unique to one individual and shall not be reused or reassigned to anyone
else."
* This ensures accountability and audit trail integrity.
References:21 CFR 11.100(a).



NEW QUESTION # 97 
A study will enroll 420 subjects over 3.5 years. What is expected average monthly accrual?

A. 0
B. 1
C. 2
D. 3

Answer: B

Explanation:
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).

NEW QUESTION # 98 
During the closeout visit, a monitor is completing the documentation of reconciliation of investigational product. All packaging, as
well as the used and unused investigational product, are being returned to the sponsor for disposition. Which of the following
documents wouldNOTbe required to be filed at the research site?

A. A certificate of investigational product destruction
B. Investigational product inventory forms
C. Records of investigational product shipment
D. Investigational product accountability forms

Answer: A

Explanation:
Investigators must document the receipt, use, return, or alternative disposition of investigational product (IP).
* ICH E6(R2) 4.6.3:Requires investigators to maintain records of IP delivery, inventory, use by subjects, and return/disposition.
* ICH E6(R2) 8.2.14-8.2.16:Essential documents include shipment records, accountability logs, and inventory records.
However,certificates of destructionare generated and retained by the sponsor (or authorized destruction facility), not required at the
site unless the destruction occurred there. In this scenario, all IP was returned to the sponsor, so no destruction certificate would
exist at the site.
Thus, the correct answer isD (Certificate of destruction).
References:
ICH E6(R2), §4.6.3 (Investigator product accountability).
ICH E6(R2), §8.2.14-8.2.16 (Essential documents).
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