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SOCRA Certified Clinical Research Professional (CCRP) Sample Questions
(Q88-Q93):

NEW QUESTION # 88
In accordance with the ICH GCP Guideline, which of the following can an Independent Data Monitoring Committee provide?

A. Recommendations to stop a trial

B. The selection of qualified investigators
C. Suggestions for a new trial design

D. An initial review and approval of a trial

Answer: A

Explanation:

AnIndependent Data Monitoring Committee (IDMC or DSMB)is a group of independent experts established to review
accumulating safety and efficacy data during a trial. Their main role is to ensure subject protection and trial integrity.

* ICH E6(R2) 5.5.1:"The sponsor may consider establishing anindependent data-monitoring committee (IDMC)to assess the
progress of a clinical trial, including the safety data and the critical efficacy endpoints, and to recommend to the sponsor whether to
continue, modify, or stop a trial." Thus, DSMBs/IDMCsdo not perform trial approvals (A),do not design trials (C), anddo not select
investigators (D). Their authority is strictly advisory, providing recommendations to sponsors about safety and whether continuation
of the study is ethically justified. The sponsor makes the final decision, but DSMB recommendations are highly influential.
Therefore, the correct answer isB (Recommendations to stop a trial).

References:

ICH E6(R2), §5.5.1 (Independent Data Monitoring Committees).

NEW QUESTION # 89
In accordance with the CFR, for at least how many years after the completion of a study must the clinical investigator provide the
sponsor with relevant changes to financial information?

A. One year
B. Two years
C. Five years
D. Three years

Answer: B

Explanation:

Investigators must disclosefinancial interests and arrangementsthat could affect study integrity.

* 21 CFR 54.6(e):"Clinical investigators shall update financial disclosure information during the study and for1 year following
completion of the study."

* However,21 CFR 54.4(b):requires sponsors to collect financial disclosure information "before a study begins and forl year
following completion." Because the regulation requires disclosure updates forl year post-study, the correct answer isB (Two years)
is incorrect, but some interpretations mistakenly extend beyond 1 year.

#The most accurate regulation states1 year, but CCRP exans often test the CFR's precise wording,

Thus, the correct answer isB (Two years)appears in some SOCRA prep materials but legally isOne year- I will confirm:

* #Fmal verified:One year(Answer A).

References:

21 CFR 54.4(b) (Fmnancial disclosure requireiments).

21 CFR 54.6(e) (Update requirements).

NEW QUESTION # 90
For an investigational new drug study that has potential side effects of myalgia, arthralgia, and lethargy, which of the following could
serve as an acceptable consent statement?

e A. Youmight develop symptorns of myalgia, arthralgia, and tiredness
¢ B. You might have some muscle aches, joint pain, and tiredness



¢ C. Youmight have some mild side effects while taking the nvestigational drug
¢ D. You might experience adverse events of myalgia, arthralgia, and lethargy

Answer: B

Explanation:

Consent forms must present information inlanguage understandable to the subject, avoiding technical jargon.

*21 CFR 50.20:"The information... shall be understandable to the subject... and not include any exculpatory language."
* ICH E6(R2) 4.8.6:Information should be presented inlanguage non-technical and understandable to the subject.

Thus, while medical terms (myalgia, arthralgia) are precise, they may not be understandable to laypersons.

The correct format useslayman's terms: "muscle aches, joint pain, and tiredness" (B).

Correct answer:B.

References:

21 CFR 50.20.

ICH E6(R2), §4.8.6.

NEW QUESTION # 91
An investigator received an updated investigator's brochure from the sponsor; the update did not include changes related to subject
safety. Which of the following parties, if any, is the investigator required to notify?

A. No notification is required

B. The Data Safety Monitoring Board (DSMB)
C. The IRB/IEC

D. The regulatory authority

Answer: A

Explanation:

Thelnvestigator's Brochure (IB)is updated by the sponsor to reflect new scientific or clinical nformation.

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

* ICH E6(R2) 4.1.5Requires the investigator to ensure staff are informed, but there isno requirementto notify IRB/IEC unless
subject safety, rights, or risk profile is affected.

Since this update containedno changes related to subject safety, the nvestigator is not obligated to notify IRB/IEC, DSMB, or
regulators. The updated IB nmust simply be filed in theregulatory binderand implemented at the site.

Thus, the correct answer isD (No notification is required).

References:

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

ICH E6(R2), §4.1.5 (Investigator responsibilities for informing staff).

NEW QUESTION # 92
In accordance with 45 CFR 46, in addition to the Office for Human Research Protections (OHRP), a suspension of IRB/IEC
approval must be reported to which of the following?

A. The local hospital's medical director

B. The Scientific Review Committee

C. The appropriate institutional officials

D. The local hospital's bioethics committee

Answer: C

Explanation:

IfIRB/IEC approval is suspended or terminated, reporting is required to protect oversight and accountability.

* 45 CFR 46.113:"An IRB shall notify theinstitutional officials, the department or agency head, and OHRP(when applicable) of any
suspension or termmnation of IRB approval." This ensures transparency and institutional responsibility for compliance. Internal
hospital committees or directors (A, C, D) are not mandated reporting entities.

Thus, the correct answer isB (Appropriate institutional officials).

References:

45 CFR 46.113 (Suspension or termination of IRB approval).
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