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SOCRA CCRP Prüfungsplan:

Thema Einzelheiten

Thema 1

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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Thema 2

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.
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SOCRA Certified Clinical Research Professional (CCRP) CCRP
Prüfungsfragen mit Lösungen (Q131-Q136):
131. Frage 
Which of the following is an example of an additional protection required when conducting research on children?

A. There must be an impartial advocate present during the consent process
B. The investigator must obtain age-appropriate assent as determined by the IRB/IEC
C. Parents must be present during all procedures
D. The study must be approved by a central pediatric IRB

Antwort: B

Begründung:
Children are a vulnerable population. U.S. regulations require IRB/IEC judgment about when and howassent is obtained, in addition
to parental permission. Exact extracts:
* 45 CFR 46.408(a): "The IRB shall determine...whether and to what extent children are capable of providing assent."
* ICH E6(R2) 4.8.12: "Where a subject is unable to give consent personally,assent should be obtained when appropriate, in
accordance with applicable regulatory requirement(s)."Thus, the additional protection is IRB-determined, age-appropriate assent
(B). Options A, C, and D are not universal requirements for all pediatric research.
References:
ICH E6(R2) Good Clinical Practice, §4.8.12 (Informed consent/assent).
45 CFR 46 Subpart D-Additional Protections for Children, §46.408(a).===========

132. Frage 
Protecting prisoners' rights to voluntarily participate in research is an example of which Belmont principle?

A. Respect for Persons
B. Dignity
C. Justice
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D. Beneficence

Antwort: A

Begründung:
* Belmont Report:"Respect for Persons" incorporates two ethical convictions: treating individuals as autonomous agents and
protecting those with diminished autonomy (e.g., prisoners).
* Prisoners require special safeguards because of restricted liberty and potential coercion.
References:Belmont Report (1979).

133. Frage 
In accordance with the CFR, which body must determine that a study meets the criteria for minimal risk?

A. A data safety monitoring board
B. The reviewing IRB/IEC
C. The medical monitor
D. The clinical investigator

Antwort: B

Begründung:
Minimal risk determination is a regulatory function of the IRB/IEC.
* 45 CFR 46.102(j):Defines minimal risk as harm or discomfort not greater than those ordinarily encountered in daily life.
* 45 CFR 46.109(a):The IRB has authority to approve, require modifications, or disapprove research, including assessment ofrisk
level.
* Investigators may propose a study as minimal risk, but only theIRB/IEC can formally classify it.
This ensures independent, unbiased evaluation of risk, protecting participants from investigator or sponsor bias.
References:45 CFR 46.102(j), 46.109(a).

134. Frage 
Which countries have officially adopted ICH-GCP E6(R2) as a standard, in addition to U.S., EU, Japan, Canada, and Australia?

A. Switzerland
B. India
C. China
D. Brazil

Antwort: B

Begründung:
India has aligned national regulations with ICH-GCP.
* DCGI/ICMR Guidelines (India):Explicitly adopt ICH E6(R2) as part of its Good Clinical Practice standards.China and Brazil are
harmonizing, but full official adoption is noted in India.
References:Indian GCP Guidelines (2017 revision).

135. Frage 
A study team is preparing to initiate a Phase II trial for a novel colon cancer therapy. By signing the Form FDA 1572, the
investigator is certifying that the investigator has:

A. Completed other relevant research projects
B. Confirmed that the site's SOPs are in place
C. Obtained malpractice insurance
D. Read and understood the investigator's brochure

Antwort: D

Begründung:
Form FDA 1572 is the "Statement of Investigator" for IND studies.



* 21 CFR 312.53(c)(1)(vi)(b):Requires investigators to "read and understand the Investigator's Brochure."
* By signing, the investigator also agrees to comply with regulations, maintain records, and supervise study conduct.
Other options (B-D) are not part of 1572 requirements.
Correct answer:A.
References:
21 CFR 312.53(c)(1)(vi)(b).
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