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HA #120
During an audit for a Phase II IND study, the auditor identified unreported serious protocol deviations. Which party must take
prompt action to ensure conpliance?

A. The CRO

B. The sponsor

C. The investigator

D. The IRB/IEC chair

IEf#: B

TR

The sponsor holds ultimate responsibility for trial oversight and compliance.

* ICH E6(R2) 5.20.1:If noncompliance is discovered, the sponsor must "take prompt action to secure compliance" and, if
necessary, terminate participation of the investigator/mstitution.

* 21 CFR 312.56(b):Sponsors must ensure proper conduct and report investigators who fail to comply to the FDA and IRB.
While investigators committ to protocol adherence, once deviations are identified,the sponsor must actto safeguard subjects and trial
validity.

References:ICH E6(R2) §5.20.1; 21 CFR 312.56(b).

HME #121
Which of the following statements about the FDA's authority to inspect IRB/IEC records is correct?

¢ A. The FDA does not have regulatory authority to nspect them

¢ B. The FDA may inspect them only if the IRB/IEC formally requests inspection

e C. The FDA may inspect them at reasonable times, in a reasonable manner, but may not take copies unless requested with an
affidavit

¢ D. The FDA may inspect them at reasonable times, in a reasonable manner, and may take copies of IRB
/TEC records

iIFf@E: D

R

The FDA has full regulatory authority to mspect IRB/IEC records.

* 21 CFR 56.115(b):"The IRB shall permit representatives of the Food and Drug Administration to inspect and copy all records
maintained... at reasonable times and in a reasonable manner." Thus, FDA maymnspect and copylRB/IEC records without requiring
an affidavit or mvitation. This ensures regulatory oversight and human subject protection.

Incorrect options:

* (A) limits authority incorrectly.

*(C) is false - FDA explicitly regulates IRBs.

* (D) is false - FDA does not need IRB mvitation.

Correct answer:B.

References:

21 CFR 56.115(b).

R #122
Which of the following would be considered an addendum to an nvestigator's brochure for an unapproved Investigational Product?

A. A Suspected Unexpected Serious Adverse Reaction (SUSAR) report
B. A site-specific SAE report

C. Revisions to the risk section of the informed consent form

D. Product monograph updates

EfE: A

A -

The IB must be updatedas new significant safety information emerges.

* JCH E6(R2) 7.3:"The sponsor should revise the IB as soon as new, significant information becommes available."

* JCH E2 ARRequires sponsors to reportSuspected Unexpected Serious Adverse Reactions (SUSARs) in expedited reports and



include them inIB updates or addenda.

A SUSAR report (B) represents new, unexpected, and serious safety information not previously documented, and therefore
warrants inclusion as anlB addendumuntil the IB is formally updated.

Revised consent forns (A) are submitted to IRBs, not IBs. Site-specific SAE reports (C) remain at site

/sponsor level, not in the IB. Product monograph updates (D) apply to approved products, not investigational ones.

Thus, the correct answer isB (SUSAR report).

References:

ICH E6(R2), §7.3 (Updating the Investigator's Brochure).

ICH E2A (Clinical Safety Data Management: Definitions and Standards for Expedited Reporting).

B #123

In accordance with 21 CFR Part 11, in order for an electronic record to be equivalent to a paper record the electronic record must
be:

A. Printed, signed, and dated

B. Managed within a validated computer system
C. Restricted to authorized clinical trial personnel
D. Entered into an electronic case report form

Ef#: B

A -

21 CFR Part 11governs the use of electronic records and electronic signatures in FDA-regulated research.

* 21 CFR 11.10(a)Requires "validation of systens to ensure accuracy, reliability, consistent intended performance, and the ability to
discern invalid or altered records."

* Validated systems ensure equivalency between electronic and paper records.

While access controls (D) are also mandated, they arepart of system validation, not the defining requirerment. Printing/signing paper
copies (A) is unnecessary under Part 11. Entry into an eCRF (C) is just one function, not sufficient for compliance.

Thus, the correct answer isB (Managed within a validated computer system).

References:

21 CFR 11.10(a) (System validation requirement).

R #124
A sponsor’s monitor is conducting a site selection visit for an interventional drug trial. In accordance with ICH GCP, which
pharmacy drug storage facility information should be collected in order to determine whether the site could be selected for the trial?

A. Available storage square footage
B. Number of staff members

C. Storage cost

D. Storage facility temperature range

IEf#: D

AR :

Drug storage conditions are essential to maintaining investigational product (IP) mtegrity. According to ICH:

* ICH E6(R2) 5.13.3:"The sponsor should ensure that mvestigational products are stored... under appropriate conditions as
specified by the sponsor and in accordance with applicable regulatory requirement(s)."

* ICH E6(R2) 4.6.4:"The mvestigator/mstitution should store the nvestigational product(s) as specified by the sponsor (and in
accordance with applicable regulatory requirement(s)), and ensure that product (s) are used only in accordance with the approved
protocol." During site qualification/selection, the monitor evaluates storage conditions - particularlytemperature ranges- to ensure the
site can meet the stability requirements for the IP. Factors like staff numbers, space, and cost are operational considerations but not
regulatory determinants of site qualification.

Thus, the correct answer isC (Storage facility temperature range). This ensures compliance with sponsor specifications, product
stability, and ultimately subject safety.

References:

ICH E6(R2), §5.13.3 (Product storage requirenents).

ICH E6(R2), §4.6.4 (Investigator product storage responsibilities).
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