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Haben Sie an der SOCRA CCRP Zertifizierungspriifing teilgenommen? Was kann ich machen, wenn ich die Priifing ablege, daran
ich nicht selbstbewusst bin? Gibt es Abkiirzung fiir die CCRP Priifung? Es gibt nicht genug Zeit, die Biicher auswendig zu lernen.
Sind Sie der dhnlichen Meinungen? Wenn ja, kimmerm Sie sich nicht darum, weil Sie immer noch die Chance haben diese CCRP
Priifimg gut vorzubereiten, obwohl die Priifimgszeit vor Ihnen schnell auftaucht? Wie kann ich diese Chance finden? Das ist die
SOCRA CCRP Dumps von ZertFragen. Es gibt hocheftektive Prifimgsunterlagen zur Zertifizierung, Es kann Ihnen helfen, in kurzer
Zett die Prifimgsfragen vorzubereiten. Die Hitz-Rate dieser dumps sind sehr hoch. Deshalb konnen Sie SOCRA CCRP
Zertifizierungspriifing bestehen, wenn Sie die Priifungsfragen und -antworten gut lernen.

SOCRA CCRP Priifungsplan:

Thema

Einzelheiten

Thema 1

¢ Research Study Start-Up: This section of the exam measures the skills of Clinical Research Coordinators

and covers the mitial 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 maintaming all study records and essential docurents.
Furthermore, it covers comnmunicating with all study stakeholders and participating in study audits to ensure
quality and adherence to regulations.
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¢ 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
Therm 2 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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Es existiert viele Methoden, mit der Sie sich auf die SOCRA CCRP Zertifizierungspriifing vorzubereiten. Unsere Website bietet
verlissige Priifungsmaterialien, mit den Sie sich auf die nfichste SOCRA CCRP Zertifizierungspriifing vorbereiten. Die
Lernmaterialien z2ar SOCRA CCRP Zertifizierungspriifing von ZertFragen enthalten sowohl Fragen als auch Antworten. Unsere
Materialien sind von der Praxis tberpriifie Software. Wir werden alle Thren Bediirfhisse arSOCRA CCRP Zertifizierung abdecken.

SOCRA Certified Clinical Research Professional (CCRP) CCRP
Priifungsfragen mit Losungen (Q55-Q60):

55. Frage
Which of the following statements about the investigator's brochure is correct?

A. Tt consists of the mstructions for the investigator to conduct the study

B. It includes financial disclosure information from investigators

C. It provides documents that permit the evaluation of the conduct of the study and the quality of the data

D. It contains a summary of the pharmacological and toxicological effects of the drug in animals, and to the extent known, in
humans

Antwort: D

Begrindung;

Thelnvestigator's Brochure (IB)is a critical regulatory document designed to provide investigators with comprehensive knowledge
about an investigational product.

* ICH E6(R2) 7.1:Defines the 1B as "a compilation of the clinical and nonclinical data on the nvestigational product(s) that are
relevant to the study of the product(s) in human subjects."

* ICH E6(R2) 7.2.2:Specffies the IB should contain asummary of pharmacological, toxicological, pharmacokinetic, and metabolic
studies in animals, as well as results from previous human experience.

* The purpose is to allow investigators to makerisk-benefit assessments, support protocol design, and ensure subject safety.
Incorrect options:

* A (nstructions to conduct study) describes theprotocol, not the IB.

* C (financial disclosures) are required under21 CFR 54, not part of the IB.

* D refers totrial master file/essential documents, not the IB.

Therefore, the IB's defining function is to provide ascientific summary of preclinical and clinical data supporting safe human use.
References:

ICHE6(R2), §7.1, §7.2.2.

56. Frage
A sponsor-investigator implemented a protocol deviation in a device trial to eliminate an immediate hazard.
Before applying this change to all subjects, what must occur?

A. Document change in study file
B. Obtain IRB/IEC approval

C. Train sub-investigators

D. Inform all subjects

Antwort: B
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Begrindung;

*21 CFR 812.35(a)(2):Allows deviation without prior approval only to eliminate immediate hazards.
* Before applying broadly,IRB approvalmust be obtained.

References:21 CFR 812.35(a)(2).

57. Frage
A sponsor became aware of a new serious adverse event related to a drug. Who must be notified in addition to FDA?

A. All investigational pharmacists
B. All participating investigators
C. AllIRBs/IECs of record

D. OHRP

Antwort: B

Begrindung;

*21 CFR 312.32(c)(1)(ii):Sponsors must notifyall participating investigatorsof any serious and unexpected suspected adverse
reactions.

* Investigators then inform IRBs and subjects as appropriate.

References:21 CFR 312.32(c)(1)(1i).

58. Frage
A sponsor’s monitor is conducting a site selection visit for an interventional drug trial. In accordance with ICH GCP, which
pharmacy drug storage facility information should be collected in order to determine whether the site could be selected for the trial?

A. Storage cost

B. Number of staff members

C. Storage facility temperature range
D. Available storage square footage

Antwort: C

Begrindung;

Drug storage conditions are essential to maintaining investigational product (IP) integrity. According to ICH:

* ICH E6(R2) 5.13.3:"The sponsor should ensure that investigational products are stored... under appropriate conditions as
specified by the sponsor and in accordance with applicable regulatory requirement(s)."

* ICH E6(R2) 4.6.4:"The investigator/institution should store the investigational product(s) as specified by the sponsor (and in
accordance with applicable regulatory requirement(s)), and ensure that product (s) are used only in accordance with the approved
protocol." During site qualification/selection, the monitor evaluates storage conditions - particularlytemperature ranges- to ensure the
site can meet the stability requirements for the IP. Factors like staff numbers, space, and cost are operational considerations but not
regulatory determinants of site qualification.

Thus, the correct answer isC (Storage facility temperature range). This ensures compliance with sponsor specifications, product
stability, and ultimately subject safety.

References:

ICH E6(R2), §5.13.3 (Product storage requirements).

ICH E6(R2), §4.6.4 (Investigator product storage responsibilities).

59. Frage
In a Phase III cardiovascular trial, who is responsible for ongoing clinical trial safety evaluation?

A. Sponsor
B. FDA

C. Pharmacist
D. IRB/IEC

Antwort: A

Begriindung;



* JCH E6(R2) 5.16:Sponsors must implement ongoing safety evaluation, including expedited and periodic reporting. FDA and IRB
review but do not conduct active monitoring,
References:ICH E6(R2), §5.16.

Damit wir besser auf die derzeitigen Herausforderungen reagieren und Thnen die Fragenkataloge zur SOCRA CCRP
Zertifizierungspriifing von besserer Qualitit bieten konnen, versuchen wir, unser Bestes zu tun, indem wir die IT-Elite Gruppe von
ZertFragen verdndern und die Testaufgaben von der SOCRA CCRP Zertifizierungspriifing rechtzeitig aktualisieren. Unser Ziel liegt
darin, dass Sie die SOCRA CCRP Zertifizierungspriifung in kiirzester Zeit leicht bestehen kénnen. Bevor Sie unsere
Priifungsmaterialien kaufen, konnen Sie ein paar kostenlose Priifimgsfragen und Antworten herunterladen und proben.
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