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Topic 1

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 forms. 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 involves 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

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 visit 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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Enhance Your Success Rate with ITPassLeader's SOCRA CCRP Practice
Test
If you are the first time to prepare the CCRP exam, it is better to choose a type of good study materials. After all, you cannot
understand the test syllabus of the CCRP exam in the whole round. It is important to predicate the tendency of the CCRP study
materials if you want to easily pass the exam. And our CCRP Exam Questions are the one which can exactly cover the latest
information of the exam in the first time for our professionals are good at this subject and you can totally rely on us.

SOCRA Certified Clinical Research Professional (CCRP) Sample Questions
(Q45-Q50):
NEW QUESTION # 45 
During the closeout visit, a monitor is completing the documentation of reconciliation of investigational product. All packaging, as
well as the used and unused investigational product, are being returned to the sponsor for disposition. Which of the following
documents wouldNOTbe required to be filed at the research site?

A. Investigational product accountability forms
B. Investigational product inventory forms
C. Records of investigational product shipment
D. A certificate of investigational product destruction

Answer: D

Explanation:
Investigators must document the receipt, use, return, or alternative disposition of investigational product (IP).
* ICH E6(R2) 4.6.3:Requires investigators to maintain records of IP delivery, inventory, use by subjects, and return/disposition.
* ICH E6(R2) 8.2.14-8.2.16:Essential documents include shipment records, accountability logs, and inventory records.
However,certificates of destructionare generated and retained by the sponsor (or authorized destruction facility), not required at the
site unless the destruction occurred there. In this scenario, all IP was returned to the sponsor, so no destruction certificate would
exist at the site.
Thus, the correct answer isD (Certificate of destruction).
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References:
ICH E6(R2), §4.6.3 (Investigator product accountability).
ICH E6(R2), §8.2.14-8.2.16 (Essential documents).

NEW QUESTION # 46 
If a subject experiences a serious adverse event related to the study drug and only minimal information is available, the investigator
must submit the information to the:

A. Sponsor and IRB/IEC within seven days
B. IRB/IEC immediately, then sponsor when full details are available
C. Sponsor and IRB/IEC within five days
D. Sponsor and IRB/IEC immediately, then update later

Answer: D

Explanation:
* ICH E6(R2) 4.11.1:Investigators must "immediately report all serious adverse events to the sponsor except for those the protocol
identifies as not requiring immediate reporting."
* IRB must also be informed promptly per21 CFR 312.64(b).
* Follow-up information is submitted later as available.
References:ICH E6(R2), §4.11.1; 21 CFR 312.64(b).

NEW QUESTION # 47 
In accordance with the CFR, which of the following statements regarding the informed consent document is correct?

A. It is signed and dated by the subject's legally authorized representative
B. It does not identify some of the applicable mandated basic elements
C. It identifies all of the applicable mandated basic elements
D. It is signed and dated by the IRB/IEC chair

Answer: C

Explanation:
The informed consent document (ICD) is a cornerstone of ethical clinical research, ensuring voluntary participation and protection of
subject rights.
* 21 CFR 50.25(a):Requires the consent form to containall basic elements, including study purpose, risks, benefits, alternatives,
confidentiality, compensation, and voluntariness.
* ICH E6(R2) 4.8.10:Expands on these requirements, ensuring the ICD contains every mandated element without omission.
Thus, the correct statement is that the ICDmust include all applicable mandated basic elements(D).
Options A and B confuse who signs-subjects or legally authorized representatives sign when applicable, not the IRB chair. Option C
is incorrect because leaving out elements would violate compliance.
Correct answer:D.
References:
21 CFR 50.25(a).
ICH E6(R2), §4.8.10.

NEW QUESTION # 48 
In accordance with the Belmont Report, obtaining voluntary informed consent from subjects prior to enrolling them in a clinical trial is
an example of which of the following ethical principles?

A. Do no harm
B. Justice
C. Beneficence
D. Respect for persons

Answer: D

Explanation:



TheBelmont Report (1979)establishedthree key ethical principles:
* Respect for Persons:Requires informed consent, recognition of autonomy, and protection of vulnerable individuals.
* Beneficence:Obligation to maximize benefits and minimize harm.
* Justice:Ensuring fairness in subject selection and distribution of research burdens/benefits.
Voluntary informed consent embodiesRespect for Persons, as subjects are given adequate information and freedom of choice. "Do
no harm" (A) is a Hippocratic principle but not Belmont terminology.
Thus, the correct answer isB (Respect for persons).
References:
The Belmont Report (1979), Part B: Basic Ethical Principles.

NEW QUESTION # 49 
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 sponsor
D. The IRB/IEC

Answer: D

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 # 50
......

There are other countless advantages of the Certified Clinical Research Professional (CCRP) CCRP exam that you can avail of after
passing the Certified Clinical Research Professional (CCRP) exam. But keep in mind to pass the Certified Clinical Research
Professional (CCRP) CCRP exam is a difficult job. You have to put in some extra effort, time, and investment then you will be
confident to perform well in the final Certified Clinical Research Professional (CCRP) exam. In this journey, you can get help from
Certified Clinical Research Professional (CCRP) CCRP Dumps that will assist you in Certified Clinical Research Professional
(CCRP) exam preparation and prepare you to perform well in the final Certified Clinical Research Professional (CCRP) exam.
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