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¢ Research Study Start-Up: This section of the exam measures the skills of Clinical Research Coordinators
and covers the mitial 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, tramning 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
FEY 2 1 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 nvestigational 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.

¢ 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
NEy 22 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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E #106
An investigator reports a serious adverse event suspected to be drug-related. By CFR, the sponsor must notify FDA no later than:

e A 7days
e B. 10 days
e C.1day
e D. 15 days

EfE: A

BRI -

* 21 CFR 312.32(c)(2):Life-threatening or fatal unexpected adverse events nust be reported within7 calendar days.Other serious
unexpected events are reported within 15 days.

References21 CFR 312.32(c)(2).

R #107
A research protocol requires patients to complete a patient reported outcome questionnaire in the sponsor's electronic data capture
(EDC) system. What is the source data?

e A. A printout of the EDC record

¢ B. The electronic medical record

e C. The EDC record

e D. A printout of the electronic medical record

EfE: C

fi .-

Source data areoriginal records where data are first recorded.

* ICH E6(R2) 1.51:Defines source data as "all information in original records and certified copies of original records of clinical
findings, observations, or other activities in a clinical trial necessary for the reconstruction and evaluation of the trial." Since subjects
directly enter responses into the EDC, theEDC record itself'is the original source document.

EMRs (B, C) and printouts (D) are secondary records.

Correct answer:A (The EDC record).

References:

ICH E6(R2), §1.51 (Definition of source data).

E R #108
A subject has creatinine 1.6 mg/dL, slightly above eligibility (#1.5). Investigator believes this is normal for size. When can subject be
enrolled?

e A, After sponsor revises eligibility and IRB approves amendment
e B. After investigator documents explanation in chart

e (. After monitor approves deviation

e D. After repeat test confirms 1.6

EfE: A
A -
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* JCH E6(R2) 4.5.1:"The investigator should conduct the trial in compliance with the protocol approved by IRB/IEC."
* Deviations must not occur unless to eliminate hazard. Eligibility criteria cannot be overridden by investigator opinion.
Thus, enroliment requires protocol amendment and IRB approval.

References:ICH E6(R2), §4.5.1.

HH #109
The study coordinator for a new Phase III vaccine study is preparing documents for IRB/IEC submission.

According to the ICH GCP Guidelines, which of the following documents should be included in the submission?

A. Case report forms

B. The investigators' CVs
C. Recruitment materials
D. Local lab normal ranges

Ef#: C
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IRBs/IECs are responsible for ensuring that subject recruitment is ethical and not coercive.

* ICH E6(R2) 3.1.2:The IRB/IEC safeguards subjects by reviewing recruitment procedures and materials.

* 21 CFR 56.111(a)(3):Requires equitable subject selection, which extends to advertisements and recruitment.

* FDA Guidance on Recruiting Study Subjects (1998):States that "advertisements and recruitment materials must be reviewed and
approved by the IRB prior to use.”" While CVs (D) and lab ranges (A) are essential documents for study feasibility and quality, they
are not mandatory for IRB approval package. CRFs (B) are sponsor tools for data collection, not subject-facing, and thus not
reviewed by IRBs.

Correct answer:C (Recruitment materials).

References:

ICH E6(R2), §3.1.2.

FDA Recruitment Guidance, 1998.

H #110
An IND application must contain all EXCEPT:

¢ A. Chemistry, manufacturing, and control information
e B. Financial disclosure information

e C. Investigator's brochure

e D. A cover sheet

EfE: B

L2

*21 CFR 312.23(a):Requires cover sheet, CMC information, and IB.

* Financial disclosureis required separately under21 CFR 54, not part of IND content.
References:21 CFR 312.23(a); 21 CFR 54.
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