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¢ Research Study Closure: This section of the exam measures the skills of Clinical Research Coordinators

and covers the activities required to properly conclude a clinical trial. It involves participating in the study
=x 1 closeout vistt to verify documentation and account for the investigational product. The domain also includes
developing and submitting final closure reports to the IRB, study sponsor, regulatory authorities, and
clinicaltrials.gov. Finally, it covers the procedures for archiving study records.
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o Research Study Start-Up: This section of the exam measures the skills of Clinical Research Coordinators
and covers the initial planning and setup of a clinical trial. It involves coordinating the development of the
study protocol, ensuring it considers ethical guidelines and regulatory pathways like IND or IDE. It also
includes creating essential study documents like informed consent forms and case report forns. The
domain covers obtaining necessary approvals from stakeholders like the IRB and sponsor, selecting study
sites, training staff; and ensuring the study's compliance with various laws. Additionally, it involves obtaining
the research product and preparing all necessary tools and documentation for the study's
commencement.|Research Study Implementation: This section of the exam measures the skills of Clinical
Research Associates and covers the active management and execution of the clinical trial. It focuses on
following the study protocol and standard operating procedures, managing the investigational product, and
ensuring ongoing regulatory compliance. The domain includes identifying, documenting, and reporting any
study anomalies such as adverse events or protocol deviations. It also nvolves managing subject
recruitment, consent, and retention, as well as maintaining all study records and essential documents.
Furthermore, it covers communicating with all study stakeholders and participating in study audits to ensure
quality and adherence to regulations.
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EE#34
A clinical mvestigator wants to publish a subject's unique results. The consent form did not mention publication. What is required?

A. Approval from monitor
B. Consent from subject
C. IRB chair approval

D. Nothing further

HeE: B

Y.

* ICH E6(R2) 4.8.10(n):=Consent must include explanation about confidentiality and possible publication.
* Ifnot included, specificsubject consentmust be obtained before publishing identifiable results.

Thus, subject's explicit permission is required.
References:ICH E6(R2) §4.8.10(n).

HEE #35
An investigator's responsibilities for conducting clinical trials include:

A. Observing preclinical drug effects

B. Admnistering or overseeing investigational drug administration
C. Maintamning financial documentation for study staff

D. Maintaining IRB meeting minutes

HeE: B
3.
* ICH E6(R2) 4.6.1:The mvestigator is responsible for nvestigational product accountability at the site.

* 21 CFR 312.61:Investigators must administer the investigational drug only to subjects under their supervision.
The IRB maintains meeting minutes (A), preclinical studies are sponsor tasks (B), and financial interest documentation (C) is covered
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under sponsor reporting. Thus,D is correct.
References:ICH E6(R2) §4.6.1; 21 CFR 312.61.

HEE #36
In accordance with ICH, which of the following is an acceptable protocol review frequency for an IRB?

A. 36 months
B. 12 months
C. 24 months
D. 6 months

He: B

Y.

IRBs must review protocols at least annually to ensure ongoing subject protection.

*21 CFR 56.109(f):"An IRB shall conduct continuing review of research at intervals appropriate to the degree of risk, but not less

than once per year."

* ICH E6(R2) 3.1.4:"The IRB/IEC should conduct continuing review of each ongoing trial at intervals appropriate to the degree of
risk, but at least once per year." This establishes12 monthsas the minimum required interval. More frequent reviews (e.g., 6 months)
may occur for higher-risk studies, but longer intervals (24-36 months) are not permitted.

Correct answer:B (12 months).

References:

21 CFR 56.109(%).

ICH E6(R2), §3.1.4.

A2 #37
According to the ICH GCP Guidelines, what is the purpose of source documents?

A. To validate insurance reimbursement

B. To establish diverse subject enrolliment

C. To validate reports submitted to the IRB/IEC

D. To provide a record of subjects' investigational medical treatment

2
m

SH: D

M.

* ICH E6(R2) 1.52:Source documents are "original documents, data, and records... necessary for the reconstruction and evaluation
of the trial."

* Their main role is to document treatment and verify CRFs.

References:ICH E6(R2), §1.52.

EE #38
In accordance with the CFR, clinical trial sponsors are required to retain records and reports after a marketing application is
approved for at least:

A. 5 years
B. 2 years
C. 3 years
D. 15 years

He:. B

Y.

TheFDA record retention requirementfor investigational drug studies is clearly outlined n21 CFR 312.57 (c)and21 CFR 312.62(c).
*21 CFR 312.57(c):"A sponsor shall retain the records and reports... for2 years after a marketing application is approvedfor the
drug; or, if an application is not approved, until 2 years after shipment and delivery of the drug for investigational use is discontinued
and FDA has been so notified."

* 21 CFR 312.62(c)Investigators also must retain study-related records for2 years following the date a marketing application is



approvedor 2 years after the investigation is discontinued.

This requirement ensures FDA can audit investigational product data even after approval to confirm compliance and verify trial
results. Longer retention (e.g., 15 years) may be institutional or sponsor policy but is not mandated by federal law.

Thus, the correct answer isA (2 years).

References:

21 CFR 312.57(c) (Sponsor record retention).

21 CFR 312.62(c) (Investigator record retention).
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