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SOCRA certification exams become more and more popular. The certification exams are widely recognized by international
community, so increasing numbers of people choose to take SOCRA certification test. Among SOCRA certification exams, CCRP
is one of the most important exans. So, in order to pass CCRP test successfully, how do you going to prepare for your exam? Will
you choose to study hard examinations-related knowledge, or choose to use high efficient study materials?

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
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.
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If'you choose to buy the Prep4sureGuide's raining plan, we can make ensure you to 100% pass your first time to attend SOCRA
Certification CCRP Exam If'you fail the exam, we will give a full refind to you.

SOCRA Certified Clinical Research Professional (CCRP) Sample Questions
(Q20-Q25):

NEW QUESTION # 20
In accordance with the ICH GCP Guideline, which of the following should the investigator refer to when a subject returns unused
medication at the completion of a study?

A. The mvestigational pharmacy's requirements
B. The Investigator's Brochure

C. The sponsor's written procedures

D. The CRO/site agreements

Answer: C

Explanation:

Handling of mvestigational product (IP), including returns, is governed bysponsor's written procedures.

* ICH E6(R2) 4.6.3:"The investigator/institution should maintain records of the product's delivery, the inventory, the use by each
subject, and the return to the sponsor or alternative disposition."

* JICH E6(R2) 5.13.3:"The sponsor should ensure that written procedures include instructions for... the return or alternative
disposition of unused product(s)." The IB (A) describes pharmacology and safety, not IP logistics. CRO agreements (C) cover
contractual duties, not product return processes. Local pharmacy policies (D) may apply operationally but do not override sponsor-
required procedures.

Thus, the correct answer isB (The sponsor's written procedures).

References:

ICH E6(R2), §4.6.3 (Investigator product accountability).

ICH E6(R2), §5.13.3 (Sponsor product return procedures).

NEW QUESTION # 21
Which of the following elements should NOT influence the investigator's ability to obtain endpoint data?

e A. Complexity of study
¢ B. Conplexity of CRFs
e C. Length of study follow-up
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e D. Participant conpliance
Answer: B

Explanation:

* Endpoint data collection is based onprotocol designand subject compliance, not CRF formatting,
* ICH E6(R2) 4.9.0:Investigator responsible for data accuracy regardless of CRF complexity.
References:ICH E6(R2), §4.9.0.

NEW QUESTION # 22
While reviewing site records during a monitoring visit, a monitor can cite which of the following as a site violation of informed consent
regulations?

* A. A subject's signature is missing on the copy of the summary of the short form consent

¢ B. Only the signatures of the person obtaining consent and the witness appear on the copy of the summary of the short form
consent

e C. A copy of the consent document was not provided to a subject

¢ D. The sponsor-generated informed consent template is missing required elements

Answer: C

Explanation:

Providing acopy of the signed consent formto subjects is a mandatory requirement.

* 21 CFR 50.27(a):"A copy shall be given to the person signing the form."

* JCH E6(R2) 4.8.11:Reinforces that "a copy of the signed and dated written informed consent form should be given to the subject."
Failure to provide this copy constitutes adirect violation of informed consent regulations.

Other issues:

* A & C concern proper short form process but do not nvalidate informed consent if a copy was provided.
* D concerns sponsor template, but the site's responsibility is ensuring use of IRB-approved version.
Correct answer:B.

References:

21 CFR 50.27(a).

ICHE6(R2), §4.8.11.

NEW QUESTION # 23
Which of'the following is an example of an additional protection required when conducting research on children?

A. Parents must be present during all procedures

B. There must be an impartial advocate present during the consent process

C. The study must be approved by a central pediatric IRB

D. The investigator must obtain age-appropriate assent as determined by the IRB/IEC

Answer: D

Explanation:

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(2).

NEW QUESTION # 24
A revised protocol added genomic testing to banked tissue samples. Before shipping samples, what must the site do?



A. Notify enrolled subjects

B. Execute material transfer agreement

C. Obtain IRB/IEC approval for revised protocol and ICF
D. Ship under dangerous goods requirements

Answer: C

Explanation:

* 21 CFR 56.109(a)IRB must review and approve any protocol amendments before implementation.

* ICH E6(R2) 4.5.2:Changes affecting subjects (e.g., genomic testing) require IRB/IEC approval and updated consent.
Thus, site must first obtainlRB approval for revised protocol and ICF.

References:21 CFR 56.109(a); ICH E6(R2) §4.5.2.

NEW QUESTION # 25

This CCRP exam prep material has been prepared under the expert surveillance of 90,000 highly experienced IT professionals
worldwide. This updated and highly reliable Prep4sureGuide product consists of 3 prep formats: Certified Clinical Research
Professional (CCRP) (CCRP) dumps PDF, desktop practice exam software, and browser-based mock exam. Each format
specializes in a specific study style and offers unique benefits, each of which is crucial to good Certified Clinical Research
Professional (CCRP) (CCRP) exam preparation. The specs of each SOCRA CCRP exam questions format are listed below, you
may select any of them as per your requirements.
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