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Nuremburg Code - Correct answer tha first set of peinciples outlining professional othecs for
clinical reseanch

MNuremburg Code efemnents - Comrect answer 1. Voluntary infermed consent

2, Research benefits socioty

3. Should be based on prior anémal work

&, Avoid suffering and injury

5. Research whove death and disabling injury i sxpected shouldnt ba conductad
6. Risks shoukd be justhed

7. Proper prapamtions and adequate facilities

B. Conductad by sclentifically quakfisd

9, Subjects can withdraw

10. Resaarch must end the study if there is probable bacause thal continuing would lead 1o
injury, desabiity, or daath

Tmehne of Hestorical Events - Comect answer Nuremberg Code Grst (1947 ). Declaratan of
Halsinki second (1964). Belmont Report thind (1573

Badmont Report Principlis and Application - Comedt answer hera ara 3
1. Raspect for persons = informed consent

2, Bonaficents = risk/benafl analysis

3. Justica = appropriate selection of patants

Language Level Recommendad for Infonmed Cansant - Comect answer 5th-8th grade

B Basic Elements of informad Consent - Comoct angwer 1. Staboment axplaining tha siudy
invohves resaarch.

2, Dascriphion of risks or discomlons

3. Description of benafits.

&, Alermaiive resimenis/procadurnes.

5. Confidentiality.

6. Compenaatian for invobement andior injury.

7. Who to contact

B. Voluntary and can gscontnue

Addtional Elemends of Informad Consent - Correct answar 1. Unforeseeabia risks to subjoct
2, Paicipation con be terminated Dy stgator

3. Any additional cosis.

4, Consaquences of the subjecrs decision 1o withdrw

5, Significant now findings will be shaned

6. approa & of sucbpacts in the shudy.

Differences between shori and long informed consent form - Cotrect answer Long = the
standard consent fafm

Shert = document staies that ihe elements hawe been presanted crally to and undersiood by
the subject er LAR,

ICF Monstoning Considerations - Correct anawer 1. Subject has signed most recent RE
ARpRoetd Wndrsa0n
2. Subject signature i3 present in addition 1o zubject nama
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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 nvolves participating in the study
closeout visit to verify documentation and account for the nvestigational 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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We can't forget the advantages and the conveniences that reliable CCRP real preparation materials complied by our companies
bring to us. First, by telling our customers what the key points of learning, and which learning CCRP exam training questions is
available, they may save our customers money and time. Our CCRP learning prep guides our custorrers in finding suitable jobs and
other information as well. Secondly, a wide range of practice types and different versions of our CCRP exam training questions
receive technological support through our expert team

SOCRA Certified Clinical Research Professional (CCRP) Sample Questions
(Q110-Q115):

NEW QUESTION # 110
According to 21 CFR Part 11, each electronic signature must be unique and:

A. Transferable to family

B. Reassignable after validation

C. Cannot be reused or reassigned
D. Identical to handwritten signature

Answer: C

Explanation:

*21 CFR 11.100(a):Requires that electronic signatures be "unique to one individual and shall not be reused or reassigned to anyone
else."

* This ensures accountability and audit trail integrity.

References:21 CFR 11.100(a).

NEW QUESTION # 111
After completion of a Phase I1I trial, which document should IRB/IEC retain?

A. Investigational product labels

B. Sponsor/mvestigator contracts

C. Subject enroliment logs

D. Occupations and affiliations of IRB members

Answer: D


https://www.actual4dumps.com/CCRP-study-material.html
https://www.testkingpdf.com/CCRP-testking-pdf-torrent.html

Explanation:

*21 CFR 56.115(2)(5)1RBs must retain records of IRB membership (names, qualifications, affiliations, occupations).
* Other documents (contracts, enroliment logs, product labels) are site or sponsor responsibilities, not IRB's.
References:21 CFR 56.115(a)(5).

NEW QUESTION # 112
A subject on a multi-drug regimen could not tolerate a non-investigational drug. Can the investigational regimen continue?

A. Only after sponsor and IRB approval

B. Only for a short time, then change to placebo
C. Only after medical monitor approval

D. Yes, per protocol

Answer: A

Explanation:

* ICH E6(R2) 4.5.1:Investigators must follow the protocol approved by the IRB/IEC.

* Any modification that is not pre-specified must be approved by sponsor and IRB before continuing,

Only deviations elimmating immediate hazard can be done without prior approval; in this case, continuation requires sponsor + IRB
agreement.

References: ICH E6(R2) §4.5.1.

NEW QUESTION # 113
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 enroliment 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 mvestigator 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
mvolving 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 # 114
An investigator reports a serious adverse event suspected to be drug-related. By CFR, the sponsor must notify FDA no later than:

A. 1day
B. 15 days
C. 7 days
D. 10 days

Answer: C

Explanation:



* 21 CFR 312.32(c)(2)Life-threatening or fatal unexpected adverse events must be reported within7 calendar days.Other serious
unexpected events are reported within 15 days.
References:21 CFR 312.32(c)(2).

NEW QUESTION # 115
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