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HA #1206
A sponsor-investigator implemented a protocol deviation in a device trial to eliminate an immediate hazard.

Before applying this change to all subjects, what must occur?

A. Obtain IRB/IEC approval

B. Document change in study file
C. Inform all subjects

D. Train sub-investigators

Ef#: A

A -

*21 CFR 812.35(a)(2):Allows deviation without prior approval only to eliminate immediate hazards.
* Before applying broadly,IRB approvalmust be obtained.

References:21 CFR 812.35(a)(2).

H #127
Protocol increases drug dose by 20%. Baseline: 370 mg/n?. New dose = ?

A. 492 mg/n?
B. 420 mg/n?
C. 400 mg/n?
D. 444 mg/n?
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IEf#: D

R -

370 x 1.20 =444 mg/n?.

Accurate dosing calculations are critical for protocol adherence and patient safety.
References:Standard pharmacology dose adjustment principles; ICH E6(R2) §4.5.1.

H #128
When can an IRB/IEC review a study using expedited review?

A. For initial review of Phase III IND protocol

B. For initial review of a study using specimens with identifiers
C. For minor changes to previously approved protocol

D. For protocol changes involving more than minimal risk

Ef#: C

A -

* 21 CFR 56.110(b):IRBs may use expedited review formmor changesin previously approved research.
* Expedited review cannot be used for initial reviews of high-risk protocols or major modifications.
Correct answer isD.

References:21 CFR 56.110(b).

R #129
Which of the following statements about the nvestigator's brochure is correct?

e A It contains a summary of the pharmacological and toxicological effects of the drug in animals, and to the extent known, in
humans

¢ B. It includes financial disclosure information from investigators

e C. It provides documents that permit the evaluation of the conduct of the study and the quality of the data

e D. It consists of the instructions for the investigator to conduct the study

EfE: A

fi .-

Thelnvestigator's Brochure (IB)is a critical regulatory document designed to provide investigators with comprehensive knowledge
about an investigational product.

* ICH E6(R2) 7.1:Defines the IB as "a compilation of the clinical and nonclinical data on the nvestigational product(s) that are
relevant to the study of the product(s) in human subjects."

* ICH E6(R2) 7.2.2:Specffies the IB should contain asummary of pharmacological, toxicological, pharmacokinetic, and metabolic
studies in animals, as well as results from previous human experience.

* The purpose is to allow investigators to makerisk-benefit assessments, support protocol design, and ensure subject safety.
Incorrect options:

* A (nstructions to conduct study) describes theprotocol, not the IB.

* C (financial disclosures) are required under21 CFR 54, not part of the IB.

* D refers totrial master file/essential documents, not the IB.

Therefore, the IB's defining flnction is to provide ascientific summary of preclinical and clinical data supporting safe human use.
References:

ICHE6(R2), §7.1, §7.2.2.

M #130
For a Significant Risk device study, an investigator must report within 5 working days which event?

A. Withdrawal of FDA approval
B. Unanticipated adverse effect
C. Emergency deviation

D. Conmpletion of nvestigation



IEf: C

R :

* 21 CFR 812.150(a)(4):Any deviation from investigational plan made to protect the life or physical well- being of a subject in an
emergency must be reported to the sponsor and IRBwithin 5 working days.

* Unanticipated adverse device effects have a 10-day reporting window.

References:21 CFR 812.150(a)(4).
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