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Now you do not need to worry about the relevancy and top standard of ExanéFree Certified Clinical Research Professional
(CCRP) (CCRP) exam questions. These SOCRA CCRP dumps are designed and verified by qualifitcd CCRP exam trainers. Now
you can trust CCRP practice questions and start preparation without wasting further time. With the CCRP Exam Questions you will
get everything that you need to learn, prepare and pass the challenging SOCRA CCRP exam with good scores.

As you know the registration fee for the Certified Clinical Research Professional (CCRP) (CCRP) certification exam s itself very
high, varying between 100$ and 1000$. And after paying the registration fee for better preparation a candidate needs budget-
friendly and reliable Certified Clinical Research Professional (CCRP) (CCRP) pdf questions. That is why ExanmdFree has compiled
the most reliable updated SOCRA CCRP Exam Questions with up to 1 year of free updates. The SOCRA CCRP practice test can
be used right after being bought by the customer and they can avail of the benefits given in the Certified Clinical Research
Professional (CCRP) (CCRP) pdf questions.
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We provide SOCRA CCRP web-based self-assessment practice software that will help you to prepare for the SOCRA
certification exam. SOCRA CCRP Web-based software offers computer-based assessment solutions to help you automate the
entire Certified Clinical Research Professional (CCRP) testing procedure. The stylish and user-friendly interface works with all
browsers, including Mozilla Firefox, Google Chrome, Opera, Safari, and Internet Explorer. It will make your certification exam
preparation sinple, quick, and smart. So, rest certain that you will discover all you need to study for and pass the SOCRA CCRP
Exam on the first try.

SOCRA Certified Clinical Research Professional (CCRP) Sample Questions
(Q14-Q19):

NEW QUESTION # 14
In accordance with the ICH GCP Guideline, at what intervals should the on-site study monitoring be performed?

A. At least weekly

B. Once a year until study close-out

C. In a timely manner before, during, and after the study
D. Every 4-6 weeks until study close-out

Answer: C

Explanation:

Monttoring ensures trial integrity and subject safety.

* ICH E6(R2) 5.18.3:"The sponsor should ensure that the trials are adequately monitored. The determination of the extent and
nature of monitoring should be based on considerations such as the objective, purpose, design, complexity, blinding, size, and
endpoints of the trial."

* Monitoring must occurbefore (initiation visit), during (periodic), and after (closeout).

It is not limited to fixed weekly or monthly intervals (A, B) and not as infrequent as yearly (D). Instead, it is risk-adapted and
flexible, but must cover all phases of the study.

Correct answer:C (Timely manner before, during, and after).

References:

ICH E6(R2), §5.18.3.

NEW QUESTION # 15
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. The study must be approved by a central pediatric IRB

C. The mvestigator must obtain age-appropriate assent as determined by the IRB/IEC
D. There must be an impartial advocate present during the consent process

Answer: C

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(a).

NEW QUESTION # 16
In accordance with ICH, which of the following is an acceptable protocol review frequency for an IRB?

e A. 6 months
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e B. 12 months
e C. 24 months
e D. 36 months

Answer: B

Explanation:

IRBs must review protocols at least annually to ensure ongoing subject protection.

*21 CFR 56.109(f):"An IRB shall conduct continuing review of research at intervals appropriate to the degree of risk, but not less

than once per year."

* ICH E6(R2) 3.1.4:"The IRB/IEC should conduct continuing review of each ongoing trial at intervals appropriate to the degree of
risk, but at least once per year." This establishes12 monthsas the minimum required interval. More frequent reviews (e.g., 6 months)
may occur for higher-risk studies, but longer intervals (24-36 months) are not permitted.

Correct answer:B (12 months).

References:

21 CFR 56.109(%).

ICH E6(R2), §3.1.4.

NEW QUESTION # 17
A clinical mvestigator terminated a Phase IV drug study. In accordance with the ICH GCP Guidelines, which of the following
documents should the clinical investigator maintain?

A. The audit certificate

B. The completed subject identification code list
C. The master randomization list

D. The final trial closeout monitoring report

Answer: B

Explanation:

Upon study closure, investigators must maintain documentation that allows subject data to be linked back if necessary. TheSubject
Identification Code Listis a key essential document for ensuring traceability while maintaining confidentiality.

* ICH E6(R2) 8.3.21:"Subject Identification Code List - A list of all subjects randomized to trial numbers, allowing investigator to
identify each subject in case follow-up is required. This list should be kept in a confidential manner and retained for the maximum
retention period."

* ICH E6(R2) 8.4:Essential documents for investigators include items needed for subject identification, protocol compliance, and
trial closure.

Other listed documents (randomization list, monitoring report, audit certificate) are maintained by the sponsor, not the investigator.
Thesubject code listensures that in the event of a safety issue, regulatory authority queries, or subject withdrawal, the mvestigator can
trace back records.

Thus, the correct answer isB (Conpleted Subject Identification Code List).

References:

ICH E6(R2), §8.3.21 (Essential documents: Subject identification code list).

ICH E6(R2), §8.4 (Essential documents for trial closure).

NEW QUESTION # 18
Which of the following would be considered an addendum to an nvestigator's brochure for an unapproved Investigational Product?

A. Revisions to the risk section of the informed consent form

B. A site-specific SAE report

C. Product monograph updates

D. A Suspected Unexpected Serious Adverse Reaction (SUSAR) report

Answer: D

Explanation:

The IB must be updatedas new significant safety information emerges.

* JCH E6(R2) 7.3:"The sponsor should revise the IB as soon as new, significant information becommes available."

* JCH E2 ARRequires sponsors to reportSuspected Unexpected Serious Adverse Reactions (SUSARs) in expedited reports and



include them inB updates or addenda.

A SUSAR report (B) represents new, unexpected, and serious safety information not previously documented, and therefore
warrants inclusion as anlB addendumuntil the IB is formally updated.

Revised consent forns (A) are submitted to IRBs, not IBs. Site-specific SAE reports (C) remain at site

/sponsor level, not in the IB. Product monograph updates (D) apply to approved products, not investigational ones.

Thus, the correct answer isB (SUSAR report).

References:

ICH E6(R2), §7.3 (Updating the Investigator's Brochure).

ICH E2A (Clinical Safety Data Management: Definitions and Standards for Expedited Reporting).

NEW QUESTION # 19

As the authoritative provider of CCRP learning materials, we can guarantee a high pass rate compared with peers, which is also
proved by practice. Our good reputation is your motivation to choose our learning materials. We guarantee that if you under the
guidance of our CCRP learning materials step by step you will pass the exam without a doubt and get a certificate. Our learning
materials are carefully compiled over many years of practical effort and are adaptable to the needs of the exam. We firmly believe
that you cannot be an exception. Choosing our CCRP Study Material actually means that you will have more opportunities to be
promoted in the near future.
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