New CCRP Exam Duration | CCRP Examcollection Vce

ST 1256 P CCRP AACYPR ACTUAL EXAM 2006 TEST COMPREMENSNE QUESTIONS AND VERFIED ANSWERS (DETALED & ELA

CCRP AACVPR ACTUAL EXAM 2025 TEST
COMPREHENSIVE QUESTIONS AND VERIFIED
ANSWERS (DETAILED & ELABORATED) 100%
SOLVED 2025!!

0 Save II]

Terms in this set (72)

(What influences a Exercise, gender, genetics, age

persons mietabolic rate?

which is the Fat
macronutrient that
provides more than baice

as mamy calories as the

othar two

Facds thal raise insulin acided sugar

levels have

Whan fesling stressed, it will ratse dopamine levels

wou may feel relied after
wating a piece of

chocolate because

What reduces the insutin
number of receptors for
dopamne

Whal percentage of 80%

Cardiac Rehab patients

Fé Ovgrweght OF Ohase

Why i fructose a promotes ver fat accumulation which promotes

promoter of obesity? mitabolic syndrome

Pt s azadit ooy 0BT TRLTOT Sac D a0tand s 35T Dot COmprereftive Quitinfd and-rerfed Ao Oetaied slalornsed- 100400 T

P.S. Free & New CCRP dumps are available on Google Drive shared by Practice VCE: https/drive.google.com/open?
id=1LIg2t4Cesw HT2D Zm9zdns85pV3AtoC

All of these advantages, you can avail of after passing the CCRP exam. You must find the best resource to prepare for the SOCRA
CCREP test if you want to pass the SOCRA CCRP Certification Exam. Without proper SOCRA CCRP exam preparation, getting
success in the SOCRA CCRP exam is impossible.

When you first contact our software, different people will have different problens. Maybe you are not comfortable with our CCRP
exam question and want to know more about our products and operations. As long as you have questions, you can send e-mail to
us, we have online staff responsible for ensuring 24-hour service to help you solve all the problems about our CCRP test prep. After
you purchase our CCRP quiz guide, we will still provide you with considerate services. Maybe you will ask whether we will charge
additional service fees. We assure you that we are focused on providing you with guidance about our CCRP Exam Question, but all
services are free. If you encounter installation problems, we will have professionals to provide you with remote assistance. Of
course, we will humbly accept your opinions on our CCRP quiz guide. If you have good suggestions to make better use of our
CCREP test prep, we will accept your proposal and make improvements. Each of your progress is our driving force. We sincerely
serve for you any time.
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As the saying goes, to sensible men, every day is a day of reckoning. Time is very important to people. People often complain that
they are wasting their time on study and work. They do not have time to look at the outside world. Now, CCRP exam guide gives
you this opportunity. CCRP test prep helps you save time by improving your learmning efficiency. They can provide remote online
help whenever you need. And after-sales service staff will help you to solve all the questions arising after you purchase CCRP
learning question, any time you have any questions you can send an e-mail to consult them All the help provided by CCRP test prep
is free. It is our happiest thing to solve the problem for you. Please feel free to contact us if you have any problemns.

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.

Topic 1

e Research Study Start-Up: This section of the exam measures the skills of Clinical Research Coordinators
and covers the nitial 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 mvolves 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 docurents.
Furthermore, it covers communicating with all study stakeholders and participating in study audits to ensure
quality and adherence to regulations.

Topic 2

SOCRA Certified Clinical Research Professional (CCRP) Sample Questions
(Q12-Q17):

NEW QUESTION # 12
In a completed multi-site Phase I drug study using remote EDC, who ensures the system complies with accuracy and reliability
requirements?

A. Sponsor
B. Institution
C. Investigator

D. Regulatory authority
Answer: A

Explanation:

* ICH E6(R2) 5.5.3:Sponsors are responsible for validating computerized systens used in trials.
Investigators ensure proper data entry, but system compliance lies with sponsor.
References:ICH E6(R2), §5.5.3.

NEW QUESTION # 13

A monitor is conducting a site closeout visit. The study site kept electronic medical records and source docurments in a system
verified to be 21 CFR Part 11 compliant. The monitor reviewed all electronic documents by logging into the system with a unique
login ID and password. In addition to the essential document file, which of the following sets of documents should be provided to the
monitor during the study closeout visit?
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A. Informed consent documents and printouts of electronic source documents

B. Printouts of electronic source documents and the remaining investigational product
C. A copy of the final report for the IRB and investigational product shipment records
D. Informed consent documents and investigational product documentation

Answer: D

Explanation:

During study closeout, the monitor verifies subject protection, protocol compliance, and investigational product accountability.

* ICH E6(R2) 8.1 & 8.4:Lists essential documents to be verified at closeout, including signed informed consent forms and
investigational product accountability records.

* 21 CFR Part 11:Ensures electronic records are valid, so printed copies are not always necessary unless required for auditing,
Thus, the critical itemns for monitor review at closeout areinformed consent forms(to confirm subject protection) andinvestigational
product documentation(to confirm reconciliation and disposition).

Correct answer:D.

References:

ICH E6(R2), §8.1, §8.4.

NEW QUESTION # 14

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 mvestigational product shipment

D. A certificate of mvestigational product destruction

Answer: D

Explanation:

Investigators must document the receipt, use, return, or alternative disposition of mvestigational 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 nventory 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).

References:

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

ICH E6(R2), §8.2.14-8.2.16 (Essential documents).

NEW QUESTION # 15
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 Investigator's Brochure

B. The investigational pharmacy's requirements
C. The sponsor's written procedures

D. The CRO/stte agreements

Answer: C

Explanation:

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

* JCH 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."

* JCH E6(R2) 5.13.3:"The sponsor should ensure that written procedures include mstructions 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 # 16
‘When can the IRB/IEC require that additional information be given to subjects as part of informed consent?

A. At any time, but only if the investigator agrees that the information is essential

B. At any time, but only if the sponsor and investigator agree that the information is essential
C. At any time, but only if the sponsor agrees that the information is essential

D. At any time, at the discretion of the IRB/IEC

Answer: D

Explanation:

The IRB/IEC is empowered to protect subjects and ensure informed consent remains accurate, conplete, and understandable.

* ICH E6(R2) 3.1.2:"The IRB/IEC should safeguard the rights, safety, and well-being of all trial subjects. Special attention should
be paid... when considering the adequacy and completeness of the written information to be provided to the subjects."

* 21 CFR 56.109(b):"The IRB shall require that information given to subjects as part of informed consent is in accordance with
§50.25.The IRB may require that information, in addition to that specifically mentioned in §50.25, be given to the subjects when in
its judgment the nformation would meaningfully add to the protection of the rights and welfare of subjects." This confirns that the
IRB/IEC has unilateral authority to request additional information at any time, regardless of sponsor or nvestigator agreement.
Thus, the correct answer 1A (At any time, at the discretion of the IRB/IEC).

References:

ICH E6(R2), §3.1.2 (IRB responsibilities).

21 CFR 56.109(b) (IRB review of informed consent).

NEW QUESTION # 17
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