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CFR Title 21; Part 11 - Answar/ Electronic Records; Electronic Signatures

Part 11, Subpart A: General Provisions - Answerymust be trustworthy, refiable, and generally

equivalent Lo paper retords

-applies 1o electronic forms that ane ereated, modified, malntained, archived, retrieved, or
transmitted

-where records meet requin it will be - o full handwritten

signatures, initials, ete.
-mirst be available and subject to FDA inspection

smay be In lieu of paper recards of traditional sigratures if they meét the above requirements
and haye been identified in public docket (making it official)

Part 11: Closed system - Answery an énvinonment in which syitem access & contralled by
persons who ase responsible for the content of electronic records that are on the system.

Part 11: Digital signatures - Answery'an electronic signature based upon cryptographic methods
of orginator authentication, computed by using 2 set of rules and a set of parameters such that
the ientity of the signer and the integrity of the dota can be verified.

Part 11: Electronic record - Anvwer«fany combination of text, graphics, data, audio, pictorial, of
ather information representaticn in digital form that i created, modified, maintained, archived,
retripved, o distributed by & computer system.

In a knowledge-based job market, learning is your quickest pathway, your best investment. Knowledge is wealth. Modern society
needs solid foundation, broad knowledge, and comprehensive quality of compound talents. It is our goal that you study for a short
time but can study efficiently. At present, thousands of candidates have successfully passed the CCRP Exam with less time input. In
fact, there is no point in wasting much time on invalid mput. As old saying goes, all work and no play makes jack a dull boy. Our
CCREP certification materials really deserve your choice. Contact us quickly. We are waiting for you.

SOCRA CCRP Exam Syllabus Topics:

Topic Details
e 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 mvolves participating in the study
Topic 1 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.

Topic 2

>> New CCRP Leaming Materials <<

CCRP Minimum Pass Score | Practice CCRP Test

There are three versions of our CCRP study questions on our website: the PDF, Software and APP online. And our online test
engmne and the windows software of the CCRP guide materials are designed more carefully. During our researching and developing,
we always obey the principles of conciseness and exquisiteness. All pages of the CCRP Exam simulation are simple and beautiful.
As long as you click on them, you can find the information easily and fast.

SOCRA Certified Clinical Research Professional (CCRP) Sample Questions
(Q60-Q65):

NEW QUESTION # 60
A sponsor received a report from an investigator regarding the investigator's use of an investigational device without having obtained
mformed consent. The sponsor must submit a copy of the report to the FDA within:

A. 10 working days
B. 5 working days
C. 30 working days
D. 1 day

Answer: B

Explanation:

Informed consent is a fimdamental ethical requirement. Ifit is violated in a device trial, the FDA requires rapid reporting,
* 21 CFR 812.150(b)(5):States that a sponsor shall submit to FDA "any report of use of a device without obtaining informed
consent, withinS working daysafter the sponsor first receives notice of such use."

* This expedited reporting ensures FDA oversight of serious violations and protection of human subjects.

Incorrect options:

* A (1 day) is overly strict and not codified.

* C (10 days) and D (30 days) are too delayed to meet regulatory intent of immediate oversight.

Thus, the correct timeline iswithin 5 working days.

References:

21 CFR 812.150(b)(5).

NEW QUESTION # 61
According to ICH GCP, sponsor-specific essential documents must be retained until:

e A 3 years after last approval
e B. 2 years after last approval and no pending applications
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e (. 25 years after last approval
e D. 5 years after last approval

Answer: B

Explanation:

* ICH E6(R2) 5.5.12 & 8.1:Essential documents must be retained? years after the last approval of a marketing application in an
ICH region and until no applications are pending, or2 years after discontinuation of development.

This ensures availability for inspection.

References:ICH E6(R2) §§5.5.12, 8.1.

NEW QUESTION # 62
‘Which document was created as a response to unethical WWII human experiments?

A. Belmont Report

B. Nuremberg Code

C. Declaration of Helsinki

D. Food, Drug, and Cosmetic Act

Answer: B

Explanation:

* TheNuremberg Code (1947)established voluntary consent as essential following Nazi war crimes.
* Helsinki (1964) built upon it; Belmont Report (1979) refined U.S. ethics.

Thus, the correct foundational WWII document isthe Nuremberg Code.

References:Nuremberg Code, 1947.

NEW QUESTION # 63
In accordance with the ICH GCP Guideline, who is responsible for the accuracy, completeness, legibility, and timeliness of the data
reported to the sponsor in the case report forns and in all required reports?

A. The contract research organization monitor
B. The quality control specialist

C. The clinical nvestigator

D. The IRB/IEC coordinator

Answer: C

Explanation:

The investigator holds ultimate responsibility for all data reported.

* ICH E6(R2) 4.9.1:"The investigator is responsible for the accuracy, completeness, legibility, and timeliness of the data reported to
the sponsor on the CRFs and all required reports."

* Monitors (D) verify data accuracy but are not responsible for data quality. Quality specialists (B) and IRB staff (C) have no role in
data entry.

Correct answer:A (The clinical nvestigator).

References:

ICH E6(R2), §4.9.1.

NEW QUESTION # 64
According to the CFR and the ICH GCP Guideline, which of the following must be submitted to the IRB after completion of the trial
at the site?

A. The final report

B. The final subject enrollment log

C. The data safety monitoring summary
D. The monitoring close-out visit report

Answer: A



Explanation:

When a trial ends at a site, the investigator has an obligation to submit a final report to the IRB/IEC. This is outlined in both ICH and
CFR:

ICH E6(R2) 4.13: "Upon completion of the trial, the investigator should provide the IRB/IEC with a summary of the trial's outcome."
21 CFR 312.66: Requires investigators to "report to the IRB all changes in the research activity and all unanticipated problems
involving risk, and to provide reports at the end of the study." The final report provides closure and documentation that the study
was conducted ethically and in compliance with regulatory standards. Other documents listed in the options (monitoring reports,
DSMB summaries, subject logs) may be retained by the sponsor or site, but they are not mandated for IRB submission.

Thus, the correct answer is A (Final Report). This ensures the IRB/IEC has an accurate record of study completion, outcome, and
compliance with ethical oversight.

References:

ICH E6(R2), §4.13 (Final reporting to IRB/IEC).

21 CFR 312.66 (IRB review and reporting).

NEW QUESTION # 65

The first goal of our company is to help all people to pass the CCRP exam and get the related certification in the shortest time.
Through years of concentrated efforts of our excellent experts and professors, our company has compiled the best helpful and useful
CCRRP test training materials, and in addition, we can assure to everyone that our CCRP Study Materials have a higher quality than
other study materials in the global market. The CCRP learn prep from our company has helped thousands of people to pass the
examand get the related certification.
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