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SOCRA CCRP Exam Syllabus Topics:

Topic Details

Topic 1

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 visit 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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Topic 2

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 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 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 involves 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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SOCRA Certified Clinical Research Professional (CCRP) Sample Questions
(Q112-Q117):
NEW QUESTION # 112 
The sponsor discontinued the clinical development of an investigational product. In accordance with the ICH GCP Guidance, at least
how long should the sponsor maintain all sponsor-specific essential documents?

A. 15 years
B. 3 years
C. 2 years
D. 5 years

Answer: C

Explanation:
Retention of essential documents ensures accountability and inspection readiness.
* ICH E6(R2) 5.5.12 & 8.1:Sponsors should retain essential documents "until at least2 years after the last approval of a marketing
application in an ICH region and until there are no pending or contemplated marketing applicationsor at least 2 years after formal
discontinuation of clinical development of the investigational product." This standard balances subject protection with practical
recordkeeping. Longer durations (B-D) may apply under institutional or national rules, but ICH establishes2 years minimum.
Correct answer:A (2 years).
References:
ICH E6(R2), §5.5.12, §8.1.

NEW QUESTION # 113 
In accordance with the CFR and the ICH GCP Guideline, which of the following is directly responsible for submitting protocols and
amendments to the IRB/IEC for review?

A. The contract research organization
B. The investigator
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C. The sponsor
D. The Food and Drug Administration

Answer: B

Explanation:
Theinvestigatorbears direct responsibility for ensuring IRB/IEC review and approval before initiating a study or implementing any
amendments.
* ICH E6(R2) 4.4.1:"Before initiating a trial, the investigator/institution should have written and dated approval/favorable opinion
from the IRB/IEC for the trial protocol, written informed consent form, and any other written information to be provided to
subjects."
* 21 CFR 312.66:"An investigator shall assure that an IRB that complies with the requirements... will be responsible for the initial
and continuing review and approval of the proposed clinical study." While sponsors may provide protocol documents, the legal
obligation to submit and maintain IRB/IEC approval rests with the investigator at each site. CROs act under sponsor delegation but
cannot replace investigator accountability.
Thus, the correct answer isB (The investigator).
References:
ICH E6(R2), §4.4.1 (Investigator responsibilities).
21 CFR 312.66 (Investigator assurance of IRB oversight).

NEW QUESTION # 114 
A study coordinator is preparing an IRB submission for a Phase II oncology study. Which document must be included?

A. Case report forms
B. Record storage plan
C. Recruitment materials
D. List of potential subjects

Answer: C

Explanation:
* ICH E6(R2) 3.1.2 & FDA Recruitment Guidance (1998):Recruitment materials must be reviewed by IRB to ensure no coercion
or misleading claims.
* CRFs and storage plans are sponsor/site tools, not IRB-reviewed documents.
References:ICH E6(R2) §3.1.2; FDA Recruitment Guidance, 1998.

NEW QUESTION # 115 
In accordance with the Belmont Report, obtaining voluntary informed consent from subjects prior to enrolling them in a clinical trial is
an example of which of the following ethical principles?

A. Beneficence
B. Respect for persons
C. Do no harm
D. Justice

Answer: B

Explanation:
TheBelmont Report (1979)establishedthree key ethical principles:
* Respect for Persons:Requires informed consent, recognition of autonomy, and protection of vulnerable individuals.
* Beneficence:Obligation to maximize benefits and minimize harm.
* Justice:Ensuring fairness in subject selection and distribution of research burdens/benefits.
Voluntary informed consent embodiesRespect for Persons, as subjects are given adequate information and freedom of choice. "Do
no harm" (A) is a Hippocratic principle but not Belmont terminology.
Thus, the correct answer isB (Respect for persons).
References:
The Belmont Report (1979), Part B: Basic Ethical Principles.



NEW QUESTION # 116 
Which of the following statements about the initial IND application submission by a sponsor to the U.S. Food and Drug
Administration is correct?

A. It is an application to export the investigational drug
B. It is an application for the sponsor to sell the drug for profit
C. It includes the rationale for human testing and a description of the general investigational plan
D. It includes a disclosure of the financial interests and arrangements of clinical investigators

Answer: C

Explanation:
AnInvestigational New Drug (IND) applicationprovides FDA with data to justify human testing.
* 21 CFR 312.23(a)(3):The IND must contain "a description of the general investigational plan, including the rationale for the drug
or the research study."
* The IND also includes preclinical safety data, manufacturing details, investigator qualifications, and study protocols.
Financial disclosures (D) are reported separately under21 CFR Part 54, not as part of the initial IND. Export applications (A) are
covered under21 CFR 312 Subpart E. Profit sales (C) are not permitted under INDs.
Thus, the correct answer isB (Rationale and plan for human testing).
References:
21 CFR 312.23(a)(3) (IND contents).
21 CFR 312.20 (General IND requirements).

NEW QUESTION # 117
......

Before you try to attend the CCRP practice exam, you need to look for best learning materials to easily understand the key points of
CCRP exam prep. There are CCRP real questions available for our candidates with accurate answers and detailed explanations.
We are ready to show you the most reliable CCRP PDF VCE and the current exam information for your preparation of the test.

CCRP Reliable Test Camp: https://www.validbraindumps.com/CCRP-exam-prep.html

Prepare for CCRP with SOCRA's Realistic Exam Questions and Get Accurate Answers � Easily obtain free download of
➤ CCRP � by searching on ▷ www.practicevce.com ◁ �Updated CCRP Test Cram
CCRP Reliable Test Pdf � CCRP New APP Simulations � Latest CCRP Exam Camp � ☀ www.pdfvce.com
�☀� is best website to obtain ✔ CCRP �✔� for free download ⌛Test CCRP Questions
Test CCRP Questions � CCRP Free Learning Cram � Exam CCRP Dumps � Search for ➽ CCRP � and easily
obtain a free download on “ www.troytecdumps.com ” �CCRP New APP Simulations
Exam CCRP Dumps � CCRP Free Learning Cram � CCRP Exam Actual Questions � Open ☀ www.pdfvce.com
�☀� enter （ CCRP ） and obtain a free download �CCRP Authorized Pdf
CCRP Exam Actual Questions � CCRP New APP Simulations � Latest CCRP Test Simulator � Immediately open {
www.dumpsmaterials.com } and search for 【 CCRP 】 to obtain a free download �CCRP Free Learning Cram
New CCRP Test Questions � Valid CCRP Test Sims ✔� Test CCRP Questions � Search for ▷ CCRP ◁ and
download exam materials for free through ➽ www.pdfvce.com � �Test CCRP Questions
Study CCRP Materials � Latest CCRP Exam Camp � CCRP New Guide Files � Simply search for （ CCRP ） for
free download on ▶ www.torrentvce.com ◀ �Minimum CCRP Pass Score
CCRP Free Learning Cram � Minimum CCRP Pass Score ☢ CCRP Free Learning Cram � ➤ www.pdfvce.com � is
best website to obtain ➠ CCRP � for free download �Study CCRP Materials
CCRP Exam Actual Questions � CCRP Test Dumps Free � Latest CCRP Exam Camp � Search for � CCRP �
and download exam materials for free through ☀ www.prepawayexam.com �☀� �CCRP Exam Actual Questions
Free PDF Quiz SOCRA - Perfect CCRP Prep Guide � Download ➠ CCRP � for free by simply entering 「
www.pdfvce.com 」 website �CCRP New Guide Files
Save Time and Money with www.pdfdumps.com SOCRA CCRP Actual Questions � Download ➥ CCRP � for free
by simply entering [ www.pdfdumps.com ] website �New CCRP Test Questions
myportal.utt.edu.tt, myportal.utt.edu.tt, myportal.utt.edu.tt, myportal.utt.edu.tt, myportal.utt.edu.tt, myportal.utt.edu.tt,
myportal.utt.edu.tt, myportal.utt.edu.tt, myportal.utt.edu.tt, myportal.utt.edu.tt, jissprinceton.com, www.stes.tyc.edu.tw,
azrasehovic.com, www.stes.tyc.edu.tw, www.stes.tyc.edu.tw, www.stes.tyc.edu.tw, www.stes.tyc.edu.tw,
myportal.utt.edu.tt, myportal.utt.edu.tt, myportal.utt.edu.tt, myportal.utt.edu.tt, myportal.utt.edu.tt, myportal.utt.edu.tt,
myportal.utt.edu.tt, myportal.utt.edu.tt, myportal.utt.edu.tt, myportal.utt.edu.tt, www.stes.tyc.edu.tw, Disposable vapes

P.S. Free & New CCRP dumps are available on Google Drive shared by ValidBraindumps: https://drive.google.com/open?id=1-

https://www.troytecdumps.com/CCRP-troytec-exam-dumps.html
https://www.validbraindumps.com/CCRP-exam-prep.html
https://www.practicevce.com/SOCRA/CCRP-practice-exam-dumps.html
https://www.pdc.edu/?URL=https%253a%252f%252fwww.validbraindumps.com%252fCCRP-exam-prep.html
https://www.troytecdumps.com/CCRP-troytec-exam-dumps.html
https://www.northwestu.edu/?URL=https%253a%252f%252fwww.validbraindumps.com%252fCCRP-exam-prep.html
https://www.dumpsmaterials.com/CCRP-real-torrent.html
https://bbs.pku.edu.cn/v2/jump-to.php?url=https%253a%252f%252fwww.validbraindumps.com%252fCCRP-exam-prep.html
https://www.torrentvce.com/CCRP-valid-vce-collection.html
https://insanc.com/?s=CCRP%20Free%20Learning%20Cram%20%25e2%258f%25a9%20Minimum%20CCRP%20Pass%20Score%20%25e2%2598%25a2%20CCRP%20Free%20Learning%20Cram%20%25e2%2599%25bb%20%25e2%259e%25a4%20www.pdfvce.com%20%25e2%25ae%2598%20is%20best%20website%20to%20obtain%20%25e2%259e%25a0%20CCRP%20%25f0%259f%25a0%25b0%20for%20free%20download%20%25f0%259f%25a4%259cStudy%20CCRP%20Materials
https://www.prepawayexam.com/SOCRA/braindumps.CCRP.ete.file.html
https://www.deutscherin.nl/?s=Free%20PDF%20Quiz%20SOCRA%20-%20Perfect%20CCRP%20Prep%20Guide%20%25f0%259f%2594%258d%20Download%20%25e2%259e%25a0%20CCRP%20%25f0%259f%25a0%25b0%20for%20free%20by%20simply%20entering%20%25e3%2580%258c%20www.pdfvce.com%20%25e3%2580%258d%20website%20%25f0%259f%2593%2581CCRP%20New%20Guide%20Files
https://www.pdfdumps.com/CCRP-valid-exam.html
https://myportal.utt.edu.tt/ICS/icsfs/0a87de34-ea99-4d2e-b0de-845b2823f2de.pdf?target=09f46ea8-6ada-47de-bb62-e6db200a3978
https://myportal.utt.edu.tt/ICS/icsfs/26150f71-94b7-4b0a-94a7-28e75af6f643.pdf?target=35c20f9b-2803-47f2-ba31-c58bcb70645e
https://myportal.utt.edu.tt/ICS/icsfs/2d8f924a-6812-4d7f-92e9-882a69db2cfb.pdf?target=c4e82c57-6cd6-40a4-ac47-23ae9e67ab1f
https://myportal.utt.edu.tt/ICS/icsfs/2df0d439-07fc-4a53-b43c-767f0cfacad4.pdf?target=b3780aa6-d31b-4de5-9662-3daf4d2902ff
https://myportal.utt.edu.tt/ICS/icsfs/452c3aa0-6f52-4d94-944f-39d99e6ce5ed.pdf?target=c5816b01-abcd-4f8b-b158-cfca74ca6baf
https://myportal.utt.edu.tt/ICS/icsfs/480fa338-2d59-4550-9cb5-7d60db672496.pdf?target=e1418114-5294-48f5-ab5c-4081fbaef94e
https://myportal.utt.edu.tt/ICS/icsfs/87ff194e-9ba0-483c-a069-ed0f8e4998fb.pdf?target=aaa6b473-8f9f-4d4a-a605-b676961b9222
https://myportal.utt.edu.tt/ICS/icsfs/e397712c-3ed9-42a8-85ca-1aceca37ddd4.pdf?target=ab91dce2-adbf-4eb0-bc71-4a6f18fd7b24
https://myportal.utt.edu.tt/ICS/icsfs/f9374af0-0d4e-4bf3-9113-f192dfb23f3d.pdf?target=b640af28-ce68-4c3b-852b-6ff06bb41f91
https://myportal.utt.edu.tt/ICS/icsfs/ff10c8e5-a8e4-4430-865e-1cd748293160.pdf?target=661fe8d9-ed33-4ff1-8e6c-e0bea2ccac3b
https://jissprinceton.com/profile/mattdav286
http://www.stes.tyc.edu.tw/xoops/modules/profile/userinfo.php?uid=3896031
https://azrasehovic.com/profile/derekgr889
http://www.stes.tyc.edu.tw/xoops/modules/profile/userinfo.php?uid=3897156
http://www.stes.tyc.edu.tw/xoops/modules/profile/userinfo.php?uid=3895730
http://www.stes.tyc.edu.tw/xoops/modules/profile/userinfo.php?uid=3896635
http://www.stes.tyc.edu.tw/xoops/modules/profile/userinfo.php?uid=3896391
https://myportal.utt.edu.tt/ICS/icsfs/0d12ada4-6c30-41ae-a3f0-fa90f8c19e5f.pdf?target=72df7539-5c01-48c0-a4b9-d17dbf1fc727
https://myportal.utt.edu.tt/ICS/icsfs/145541a3-71bd-4a37-a860-72c387688af0.pdf?target=748415be-ea4d-45d3-b00f-6e7b38964a48
https://myportal.utt.edu.tt/ICS/icsfs/2c9f4ecb-da48-4e31-a3b4-b57c2f0dbeb9.pdf?target=1abaf2a8-2c79-42a7-995d-aa8fcde0fa1e
https://myportal.utt.edu.tt/ICS/icsfs/32338dab-191e-4a89-bebc-430579e99f57.pdf?target=91ab0f6b-dba5-4b8e-83f7-06bf1c6c9794
https://myportal.utt.edu.tt/ICS/icsfs/4cd1ba9f-ce55-43df-a89c-b29819f9700e.pdf?target=9ff0c407-7f67-4802-bb8b-11522d96ad8e
https://myportal.utt.edu.tt/ICS/icsfs/56de1436-92ea-48b5-aad7-2377244c367f.pdf?target=cd230dd6-109d-42e8-b78d-53043abe1fe0
https://myportal.utt.edu.tt/ICS/icsfs/76d32ec5-1be6-441d-bd46-8eb595945a8d.pdf?target=c1271999-7a91-4ff6-be51-368fa2d544cd
https://myportal.utt.edu.tt/ICS/icsfs/9e31eeb9-0ee8-4ff5-a224-918bb15a9272.pdf?target=86b924cd-292f-456d-a8c7-01ed4251cc0a
https://myportal.utt.edu.tt/ICS/icsfs/b1281297-a4d1-47ba-8d7b-e372391fae45.pdf?target=0914282e-9c03-4c1a-ad4c-99b078cb42a0
https://myportal.utt.edu.tt/ICS/icsfs/fad66772-f2df-437e-9144-37bc66b612fd.pdf?target=2bdec0a4-d024-4bc3-a800-ea3d41b14d31
http://www.stes.tyc.edu.tw/xoops/modules/profile/userinfo.php?uid=3896754
https://frvape.com


srHclmtpk8P2fBTC0Yt5NgBVQ5u9kHN

https://drive.google.com/open?id=1-srHclmtpk8P2fBTC0Yt5NgBVQ5u9kHN

