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72 (Q104-Q109):

HH #104
In accordance with the CFR, the IRB/IEC membership must have:

A. A majority of individuals whose primary area of expertise is nonscientific
B. At least one individual who is not affiliated with the nstitution

C. At least one cleric

D. At least seven individuals

IEf#: B

TR

IRBs must be diverse and independent to protect human subjects.

*21 CFR 56.107(d):"Each IRB shall include at least one member whose primary concerns are in nonscientific areas... andat least
one member who is not otherwise affiliated with the institution and who is not part of the immediate family of a person affiliated with
the institution." There is no minimum requirement of seven members (A). Nonscientists must be represented but not a majority (B).
Clergy are not mandated (C). The critical safeguard is inclusion of at leastone unaffiliated member (D)to ensure independence.
Thus, the correct answer isD (At least one unaffiliated individual).

References:

21 CFR 56.107(d) (IRB membership requirements).

HR #105
‘Which countries have officially adopted ICH-GCP E6(R2) as a standard, in addition to U.S., EU, Japan, Canada, and Australia?

e A. Chna
¢ B.India
e C. Switzerland
e D. Brazl

IEf#: B

A

India has aligned national regulations with ICH-GCP.

* DCGI/ICMR Guidelines (India):Explicitly adopt ICH E6(R?2) as part of its Good Clinical Practice standards.China and Brazil are
harmonizing, but full official adoption is noted in India.

References:Indian GCP Guidelines (2017 revision).

R #106
What is included in the Statement of Investigator (Form FDA 1572)?

A. A statement disclosing investigator financial interests

B. A statement agreeing to comply with FDA regulations

C. A statement describing preclinical and human safety data
D. A statement responding to FDA inspection observations

EfE: B

AR

FormFDA 1572is the investigator's signed agreement to follow regulations.

* 21 CFR 312.53(c)(1)(vi)(c):Requires nvestigators to sign Form 1572, committing to conduct trials in accordance withFDA
regulations (21 CFR 50 & 56).

* The form includes commitiments to personally supervise, obtain informed consent, maintain records, and permit FDA inspections.
It does not include financial disclosures (covered under21 CFR 54) or preclinical data (in thelB).

References:21 CFR 312.53(c)(1)(vi)(c).

B #107



‘When can an IRB/IEC review a study using expedited review?

¢ A For protocol changes involving more than minimal risk

¢ B. For minor changes to previously approved protocol

e C. For initial review of a study using specimens with identifiers
¢ D. For initial review of Phase III IND protocol

Ef#: B

fiR e«

*21 CFR 56.110(b):IRBs may use expedited review forminor 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).

M #108
During an IND study closeout, a monitor discovered remaining investigational product. Which procedures must be followed for
disposition?

A. Regulatory authority's procedures
B. Sponsor's procedures

C. IRB/IEC's procedures

D. Dispensing pharmacy's procedures

Ef#: B

fEEL:

* ICH E6(R2) 5.13.3:The sponsor is responsible for the supply, storage, and final disposition of investigational product.
*21 CFR 312.59:Sponsors must assure return or proper disposition of unused supplies.

* Sites must followsponsor's written proceduresfor reconciliation, return, or destruction, not IRB or pharmacy processes.
References:ICH E6(R2) §5.13.3; 21 CFR 312.59.
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