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R #32
For a Significant Risk device study, an investigator must report within 5 working days which event?

e A Withdrawal of FDA approval
e B. Emergency deviation

e (. Completion of investigation

e D. Unanticipated adverse effect


https://drive.google.com/open?id=1fICvTHVoaKD_7Dlx1yPm8JV3P46sQPFq
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https://www.pass4test.jp/CCRP.html
https://jp.fast2test.com/CCRP-premium-file.html
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* 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).

HM #33
According to the CFR and ICH GCP, an IRB/IEC must retain all relevant records for how many years after project completion?

e A Three years
e B. Two years
e C. Four years

e D. One year
EfE: A
AR -

Record retention is critical for regulatory inspection and subject protection.

* 21 CFR 56.115(b):IRBs must retain records forat least 3 yearsafter completion of the research.

* ICH E6(R2) 3.4.3:Similarly requires retention of records for a mmimum of 3 years after completion.

This allows audits, sponsor inspections, or regulatory reviews long after the study closes. Institutions may require longer retention,
but federal mmnimum is3 years.

References:21 CFR 56.115(b); ICH E6(R2) §3.4.3.

H #34
Which of the following would be considered an addendum to an investigator's brochure for an unapproved Investigational Product?

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

B. Product monograph updates

C. A site-specific SAE report

D. A Suspected Unexpected Serious Adverse Reaction (SUSAR) report
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The IB must be updatedas new significant safety information emerges.

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

* ICH 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 1B is formally updated.

Revised consent forms (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 #35
A company's CEO wants to commercially promote a device under an IDE study. This plan:

A. Requires IDE approval

B. Would violate FDA regulations

C. Requires IRB/IEC approval

D. Requires a large advertising budget
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* 21 CFR 812.7:Prohibits promotion of investigational devices or claiming safety/effectiveness until FDA approval is granted.
* Investigational devices may only be used in clinical trials, not marketed.

Thus, promotion during an IDE study is anFDA violation.

References:21 CFR 812.7.

M #36
In accordance with the ICH GCP Guideline, which of the following should the investigator refer to when a subject returns unused
medication at the completion of a study?

¢ A The sponsor's written procedures

¢ B. The investigational pharmacy's requirements
¢ C. The CRO/site agreements

¢ D. The Investigator's Brochure

EfE: A

A :

Handling of mvestigational product (IP), including returns, is governed bysponsor's written procedures.

* ICH E6(R2) 4.6.3:"The mvestigator/mstitution should maintain records of the product's delivery, the nventory, the use by each
subject, and the return to the sponsor or alternative disposition."

* ICH E6(R2) 5.13.3:"The sponsor should ensure that written procedures include instructions for... the return or alternative
disposition of unused product(s)." The IB (A) describes pharmacology and safety, not IP logistics. CRO agreements (C) cover
contractual duties, not product return processes. Local pharmacy policies (D) may apply operationally but do not override sponsor-
required procedures.

Thus, the correct answer isB (The sponsor's written procedures).

References:

ICH E6(R2), §4.6.3 (Investigator product accountability).

ICH E6(R2), §5.13.3 (Sponsor product return procedures).
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