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The world today is in an era dominated by knowledge. Knowledge is the most precious asset of a person. If you feel exam is a
headache, don't worry. CCRP test answers can help you change this. CCRP study material is in the form of questions and answers
like the real exam that help you to master knowledge in the process of practicing and help you to get rid of those drowsy
descriptions in the textbook. CCRP Test Dumps can make you no longer feel a headache for learning, let you find fun and even let
you fall in love with learning. The content of CCRP study material is comprehensive and targeted so that you learning is no longer
blind. CCRP test answers help you to spend time and energy on important points of knowledge, allowing you to easily pass the
exam.

SOCRA Certified Clinical Research Professional (CCRP) Sample Questions
(Q25-Q30):
NEW QUESTION # 25 
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?

A. The external source
B. The investigator/institution
C. The sponsor
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 investigator should bequalified... and haveadequate resourcesto properly conduct the trial."
* ICH E6(R2) 4.1.5: "The investigatorshould 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 investigatormay delegate... butretains responsibilityfor the conduct of the trial at the site."Therefore, the
investigator/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 # 26 
A study coordinator is preparing an IRB submission for a Phase II oncology study. Which document must be included?

A. List of potential subjects
B. Record storage plan
C. Recruitment materials
D. Case report forms

Answer: C

Explanation:
* ICH E6(R2) 3.1.2 & FDA Recruitment Guidance (1998):Recruitment materials must be reviewed by IRB to ensure no coercion
or misleading claims.
* CRFs and storage plans are sponsor/site tools, not IRB-reviewed documents.
References:ICH E6(R2) §3.1.2; FDA Recruitment Guidance, 1998.

NEW QUESTION # 27 
A company's CEO wants to commercially promote a device under an IDE study. This plan:

A. Requires a large advertising budget
B. Requires IRB/IEC approval
C. Requires IDE approval
D. Would violate FDA regulations
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Answer: D

Explanation:
* 21 CFR 812.7:Prohibits promotion of investigational devices or claiming safety/effectiveness until FDA approval is granted.
* Investigational devices may only be used in clinical trials, not marketed.
Thus, promotion during an IDE study is anFDA violation.
References:21 CFR 812.7.

NEW QUESTION # 28 
A research site was invited to participate in an investigational drug study. Which of the following parties is responsible for
determining the risk-benefit ratio at the site?

A. The site's legal counsel
B. The clinical investigator
C. The IRB/IEC
D. The sponsor

Answer: C

Explanation:
Therisk-benefit ratiois a core responsibility of the IRB/IEC.
* 21 CFR 56.111(a)(2):"Risks to subjects are reasonable in relation to anticipated benefits, if any, to subjects, and the importance
of the knowledge that may reasonably be expected to result."
* ICH E6(R2) 3.1.2:IRB/IEC must safeguard rights, safety, and well-being of subjects, with special attention to risk-benefit
evaluation.
Investigators (A) provide medical judgment but do not formally approve the risk-benefit balance. Sponsors (D) design studies but
must submit to IRB for independent review. Legal counsel (C) is not part of the scientific/ethical evaluation.
Thus,IRB/IEC is directly responsible for approving the risk-benefit ratio.
References:
21 CFR 56.111(a)(2).
ICH E6(R2), §3.1.2.

NEW QUESTION # 29 
In order to adequately monitor a clinical trial, the monitor must be familiar with each of the following, EXCEPT the:

A. Sponsor's SOPs
B. Written information to be provided to the subjects
C. IRB/IEC requirements for reporting to the regulatory authority
D. Requirements for storage of the investigational product

Answer: C

Explanation:
Monitors verify compliance with protocol, sponsor SOPs, GCP, and regulations.
* ICH E6(R2) 5.18.4:Outlines monitor responsibilities, including verifying informed consent, protocol compliance, investigational
product accountability, and adherence to sponsor SOPs.
* Monitors must also be familiar with subject-facing documents (A) and storage requirements for investigational product (B).
However,IRB/IEC requirements for reporting to regulatory authoritiesare outside a monitor's scope.
That responsibility lies with investigators and IRBs under21 CFR 56.108(b).
Thus, the correct answer isD.
References:
ICH E6(R2), §5.18.4.
21 CFR 56.108(b).
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