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The SOCRA CCRP certification examination is an essential component of professional development, and passing this SOCRA
CCREP test can increase career options and a rise in salary. Nonetheless, getting ready for the Certified Clinical Research
Professional (CCRP) (CCRP) exammay be difficult, and many working professionals have trouble locating the SOCRA CCRP
practice questions they need to succeed in this endeavor.

SOCRA CCRP Exam Syllabus Topics:

Topic Details
¢ 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
Topic 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.

Topic 2
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The CCRP exam questions are designed and verified by experienced and qualificd CCRP exam trainers. So you rest assured that
with Certified Clinical Research Professional (CCRP) (CCRP) exam dumps you can streamline your CCRP Exam Preparation
process and get confidence to pass Certified Clinical Research Professional (CCRP) (CCRP) exam in first attempt.

SOCRA Certified Clinical Research Professional (CCRP) Sample Questions
(Q126-Q131):

NEW QUESTION # 126
According to 21 CFR Part 11, each electronic signature must be unique and:

A. Cannot be reused or reassigned
B. Transferable to family

C. Reassignable after validation

D. Identical to handwritten signature

Answer: A

Explanation:

*21 CFR 11.100(a):Requires that electronic signatures be "unique to one individual and shall not be reused or reassigned to anyone
else."

* This ensures accountability and audit trail integrity.

References:21 CFR 11.100(a).

NEW QUESTION # 127
Which of the following is one of the responsibilities of an nvestigator?

A. Selecting qualified monitors on the basis of training, experience, and expertise
B. Maintaining accurate and current case histories of study subjects

C. Participating in the IRB/IEC voting process for approval of their protocol

D. Updating the nvestigator brochure with new safety information

Answer: B

Explanation:
Investigators are required to maintain accurate subject records, often referred to ascase histories.
* 21 CFR 312.62(b):"An investigator shall prepare and maintain adequate and accurate case histories that record all observations
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and other data pertinent to the investigation."

* JCH E6(R2) 4.9.0:Reinforces that investigators are responsible for recording, handling, and storing clinical trial data.
Incorrect options:

* B: Investigators may present protocols but cannot vote on IRB approval.

* C: Sponsor responsibility (ICH E6 §5.18).

* D: Sponsors are responsible for IB updates (ICH E6 §7.3.1).

Correct answer:A.

References:

21 CFR 312.62(b).

ICH E6(R2), §4.9.0.

NEW QUESTION # 128
Protocol increases drug dose by 20%. Baseline: 370 mg/n?. New dose = ?

A. 492 mg/n?
B. 444 mg/n?
C. 400 mg/n?
D. 420 mg/n?

Answer: B

Explanation:

370 % 1.20 =444 mg/n?.

Accurate dosing calculations are critical for protocol adherence and patient safety.
References:Standard pharmacology dose adjustment principles; ICH E6(R2) §4.5.1.

NEW QUESTION # 129
An investigator received $60,000 equity interest three years after study completion. What is the financial reporting requirement?

A. None

B. Report to FDA
C. Report to sponsor
D. Report to OHRP

Answer: A

Explanation:

* 21 CFR 54.4(b)Requires disclosureduring the study and for 1 year after completion.
* After three years, no disclosure is required.

References:21 CFR 54.4(b).

NEW QUESTION # 130
Before approving a research protocol, an IRB/IEC must determine compliance with which of the following requirements?

A. The sponsor is qualified to provide oversight of the trial

B. The investigator has adequate access to patients eligible for the trial
C. The selection of subjects is equitable

D. A plan for the publication of study results is in place

Answer: C

Explanation:

IRB/IEC review focuses onethical protection of human subjects. Equitable subject selection is a cornerstone principle.

* 45 CFR 46.111(2)(3):"In order to approve research... the IRB shall determine that:Selection of subjects is equitable."

* JCH E6(R2) 3.1.2:"The IRB/IEC should safeguard the rights, safety, and well-being of all trial subjects... with particular attention
to trials that may include vulnerable subjects." Publication plans (A) are not required by IRBs. Access to patients (C) and sponsor
qualifications (D) are evaluated by sponsors, not IRBs. The IRB's role is ensuring fairness, minimizing coercion, and protecting
vulnerable populations.



Thus, the correct answer isB (The selection of subjects is equitable).
References:

45 CFR 46.111(a)(3) (Equitable subject selection).

ICH E6(R2), §3.1.2 (IRB/IEC role).

NEW QUESTION # 131

‘When we are not students, we have more responsibility. The time we can be dedicated to learning is less, but if you want to have a
better development in the IT industry, it is very important to pass the international recognized IT certification exam such as CCRP
exam. However, the IT elite our ExamCost make efforts to provide you with the quickest method to help you Pass CCRP Exam
We provide three type version of CCRP exam materials: PDF, online and software version, and each version has its unique benifit.
You can combine what you like and to choose a free trial of our demo.
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