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e 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 mvolves participating in the study

FEY 21 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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SOCRA Certified Clinical Research Professional (CCRP) 28 &8 CCRP & Bk
MR8 (Q122-Q127):

HA #122

A study subject in a double-blinded, placebo-controlled Phase III study experienced a serious adverse event that could be related to
the study drug. The clinical investigator is out of town, and the sub-investigator needs to break the blind. Where can the sub-
nvestigator find a description of the unblinding procedure?

A. The Investigator's Brochure
B. The study protocol

C. The nformed consent form
D. The case report form

IEf#: B

TR

Unblinding procedures are aprotocol-level responsibilitybecause they involve trial design, safety management, and subject
protection.

* ICH E6(R2) 6.0 (Protocol and amendments):Requires the protocol to specify "the treatment(s) and treatment periods, procedures
for randomization and blinding, andprocedures for breaking codes."

* ICH E6(R2) 4.7:"The investigator should follow the trial's randomization procedure, if any, and should ensure that the code is
broken only in accordance with the protocol." The informed consent (A) explains risks and rights but does not include operational
unblinding procedures.

The Investigator's Brochure (B) summarizes preclinical/clinical data but does not dictate site-specific trial management. The CRF (D)
is for data capture and has no procedural detail.

Therefore, the correct answer isC (The study protocol), as it outlines unblinding steps and documentation requirerments.

References:

ICH E6(R2), §6.0 (Protocol content).

ICH E6(R2), §4.7 (Randomization and unblinding).


https://www.certshiken.com/CCRP-shiken.html
https://www.japancert.com/CCRP.html

HA #123

In an IND study, the specified dosage of an investigational product is 2 mg twice a day for 10 days. The product is available in 1 mg
tablets. The subject was given 45 tablets and was instructed to take 2 mg of the product twice a day for 10 days. How many tablets
should the subject have after the 10 days?

A0
B. 1
C.2
D.3

IEf#: D

TR

This question tests drug accountability and dosing calculation, which is central to ICH E6(R2) 4.6 (Investigational product
management). Subjects must receive the correct supply and any discrepancy must be reconciled.

The prescribed regimen is 2 mg twice daily = 4 mg per day. With 1 mg tablets, this equals 4 tablets daily.

Over 10 days, the subject should consume 40 tablets (4 % 10 = 40). Since 45 tablets were dispensed, the subject should have 5
tablets remaining after 10 days.

Accurate accountability ensures trial integrity and subject safety. Investigators are responsible for maintaining investigational product
(IP) records, including dispensing, usage, and returns. According to ICH:

4.6.3: "The investigator/institution should maintain records of the product's delivery to the trial site, the inventory, the use by each
subject, and the return to the sponsor or alternative disposition."

4.6.5: "The mvestigator should ensure that nvestigational products are used only in accordance with the approved protocol." Thus,
the correct answer is C (5 tablets remain). This reflects proper dosing compliance and highlights the importance of meticulous IP
tracking in clinical trials.

References:

ICH E6(R2), §4.6 (Investigational Product(s)).

R #124
According to the ICH/GCP Guideline, which of the following should a sponsor provide to the clinical investigator before entering
nto a clinical trial agreement?

A. Staff training

B. Adequate resources
C. Proper equipment
D. The protocol

IEfE: D

fiR .-

Before an investigator can commit to conducting a trial, they must review thestudy protocol.

* ICH E6(R2) 4.5.1:The investigator should conduct the trial in compliance with theprotocol approved by the IRB/IEC and
Sponsor.

* JCH E6(R2) 4.2.3:The investigator should be thoroughly familiar with the appropriate use of the investigational product as
described in the investigator's brochure and the current approved protocol.

Although resources, training, and equipment are important, the findamental step is provision of theprotocol, which forms the legal
and ethical framework for study conduct. No trial agreement can be finalized until both parties agree on theprotocol details.
References:ICH E6(R2), §§4.2.3,4.5.1.

HA #125
In accordance with the ICH GCP Guideline, when a sponsor transfers trial-related duties andfunctions to a contract research
organization (CRO), who is ultimately responsible for the quality and integrity of the trial data?

A. The CRO

B. The sponsor

C. The investigator
D. The IRB/IEC



IEf#: B

RN -

Outsourcing does not shift ultimate responsibility away from the sponsor. Exact extract:

* ICH E6(R2) 5.2.1: "A sponsor may transfer any or all of the sponsor's trial-related duties... to a CRO, but the ultimate
responsibility for the quality and integrity of the trial data always resides with the sponsor."Hence, D is correct.
References:

ICH E6(R2) Good Clinical Practice, §5.2.1 (Sponsor/CRO).

H #126
What is included in the Statement of Investigator (Form FDA 1572)?

¢ A. A statement agreeing to comply with FDA regulations

¢ B. A statement responding to FDA inspection observations
¢ C. A statement disclosing investigator financial interests

¢ D. A statement describing preclinical and human safety data

EfE: A

A -

FormFDA 1572is the investigator's signed agreement to follow regulations.

* 21 CFR 312.53(c)(1)(vi)(c):Requires investigators to sign Form 1572, committing to conduct trials in accordance withFDA
regulations (21 CFR 50 & 56).

* The form includes commitiments to personally supervise, obtain informed consent, maintain records, and permit FDA inspections.
It does not include financial disclosures (covered under21 CFR 54) or preclinical data (in thelB).

References:21 CFR 312.53(c)(1)(vi)(c).
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