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SOCRA CCRP Exam Syllabus Topics:

Topic Details

¢ 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, traning 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
recruitiment, 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.

Topic 1

o 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
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.

Topic 2

SOCRA Certified Clinical Research Professional (CCRP) Sample Questions
(Q42-Q47):

NEW QUESTION # 42

A subject currently on a clinical trial was hospitalized for 2 days due to a SAE. The subject reported the hospitalization to the
mvestigator at the next study visit. According to the ICH GCP Guideline, when should the mvestigator report the SAE to the
sponsor?

A. Within 7 working days
B. Immediately

C. Within 15 working days
D. Within 10 working days

Answer: B

Explanation:

ICH requiresimmediatereporting of all SAEs to the sponsor (except those protocol-identified as not requiring immediate reporting).
Exact extract:

* JCH E6(R2) 4.11.1: "The investigatorshould report all serious adverse events immediately to the sponsorexcept for those SAEs
that the protocol... identifies as not needing immediate reporting." Therefore, "Immediately" (A) is correct. The other timeframes are
not aligned with ICH GCP for initial SAE notification fiom investigator to sponsor.

References:

ICH E6(R2) Good Clinical Practice, §4.11.1 (Safety reporting by investigators).

NEW QUESTION # 43

A coordinator for an ongoing industry-sponsored, multi-site Phase II clinical trial is taking an unexpected, long-term medical
absence. The trial site retains coordinator services from an external source to support clinical trial activities. According to the ICH
GCP Guideline, which of the following is responsible for implementing procedures to ensure the integrity of the clinical trial-related
duties?

e A. The external source
e B. The investigator/institution
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e C. The sponsor
e D. The IRB/IEC

Answer: B

Explanation:

The investigator/institution bears responsibility for site conduct, oversight of delegated tasks, and ensuring qualified, trained staff-
regardless of employment source. Exact extracts:

* ICH E6(R2) 4.1.1: "The mvestigator should bequalified... and haveadequate resourcesto properly conduct the trial."

* ICH E6(R2) 4.1.5: "The mvestigatorshould ensure that all persons assistingwith the trial are adequately informedabout the
protocol, the investigational product(s), and their trial-related duties and functions."

* ICH E6(R2) 4.2.5: "The mvestigatormay delegate... butretains responsibilityfor the conduct of the trial at the site."Therefore, the
mvestigator/institution (B) must implement procedures and oversight to maintain integrity of trial duties.

References:

ICH E6(R2) Good Clinical Practice, §4.1.1; §4.1.5; §4.2.5 (Investigator responsibilities; delegation and oversight).

NEW QUESTION # 44
An investigator's responsibilities for conducting clinical trials include:

A. Administering or overseeing investigational drug administration
B. Maintaining financial documentation for study staff

C. Observing preclinical drug effects

D. Maintaining IRB meeting minutes

Answer: A

Explanation:

* JCH E6(R2) 4.6.1:The mvestigator is responsible for investigational 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
under sponsor reporting. Thus,D is correct.

References:ICH E6(R2) §4.6.1; 21 CFR 312.61.

NEW QUESTION # 45
In accordance with the ICH GCP Guideline, who is responsible for the accuracy, completeness, legbility, and timeliness of the data
reported to the sponsor in the case report forms and in all required reports?

A. The clinical investigator

B. The quality control specialist

C. The contract research organization monitor
D. The IRB/IEC coordinator

Answer: A

Explanation:

The investigator holds ultimate responsibility for all data reported.

* ICH E6(R2) 4.9.1:"The investigator is responsible for the accuracy, completeness, legibility, and timeliness of the data reported to
the sponsor on the CRF's and all required reports."

* Monitors (D) verify data accuracy but are not responsible for data quality. Quality specialists (B) and IRB staff (C) have no role in
data entry.

Correct answer:A (The clinical investigator).

References:

ICH E6(R2), §4.9.1.

NEW QUESTION # 46
In accordance with the ICH GCP Guideline, at what intervals should the on-site study monitoring be performed?

e A Every 4-6 weeks until study close-out



¢ B. At least weekly
¢ (. Ina timely manner before, during, and after the study
¢ D. Once a year until study close-out

Answer: C

Explanation:

Monttoring ensures trial integrity and subject safety.

* ICH E6(R2) 5.18.3:'"The sponsor should ensure that the trials are adequately monitored. The determination of the extent and
nature of monitoring should be based on considerations such as the objective, purpose, design, complexity, blinding, size, and
endpoints of the trial."

* Monitoring must occurbefore (initiation visit), during (periodic), and after (closeout).

It is not limited to fixed weekly or monthly intervals (A, B) and not as infrequent as yearly (D). Instead, it is risk-adapted and
flexible, but must cover all phases of the study.

Correct answer:C (Timely manner before, during, and after).

References:

ICH E6(R2), §5.18.3.

NEW QUESTION # 47

Different from other similar education platforns, the CCRP study materials will allocate materials for multi-plate distribution, rather
than random accumulation without classification. How users improve their learning efficiency is greatly influenced by the scientific and
rational design and layout of the learning platform. The CCRP study materials are absorbed in the advantages of the traditional
learning platform and realize their shortcomings, so as to develop the CCRP Study Materials more suitable for users of various
cultural levels. If just only one or two plates, the user will inevitably be tired in the process of learning on the memory and visual
fatigue, and the CCRP study materials provided many study parts of the plates is good enough to arouse the enthusiasm of the user,
allow the user to keep attention of highly concentrated.
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