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ACRP Practice Exam Questions
and Answers

A subjoct b issued 120 tablets and is instruciod 1o tako 2 toblats 4 timos a day. He rolums B8
tablets on tho morming of day 9 fasting for liboratosy tesis. What percenlcompiant is heT
ANSWER 50

T b allgitle for a trial, the subjects must have fver funciion tesls no greates than wotimes the
upper kmif nofmal and rental funclion iests no greater than three times ihe Upper imil normal
Al ol the foillowing are normal ranges for the wial:

AST 585

ALT 535

BliN4-25

Creat 0.5-1.2

Amylaze 56180

Lipase 24

ALK Phos 0-110 - ANSWER AST 130: ALT: 70: BUN 50: Create 2.4

A subjec! presents at a st with har husband afer pre-quaklying on a phona scraen. She siales
that sha is legally blind and cannot read the ICF. A Bralio ICF i3 not avadable. This subject is
abie to sign her name i her hand is guided 1o the signature lina. Which of the foliowang is the
BEST course of action 1o obtain legal consant from thesubiect? - ANSWER Tha subject and an
Imparial wilness can sign the ICF after it is read 1o them and she verbally siates
LnggrEtancsng

Which of the fotlowing is MOST useful for scheduling tria! procedures? - ANSWER trialschadide
al evenis

A subject = participating in a clnical trial whare only the pharmacist and sponsor knows the

identity of the IP. The phampeist has no contact with the tipl subject and the clnical feam
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Zertifizierungspriifing werden Thre Lebens-und Arbeitsverhiltnisse verbessert. Daneben wird Thre Position in der IT-Branche

gefestigt.

>> ACRP-CP Priifungsmaterialien <<

ACRP-CP examkiller giiltige Ausbildung Dumps & ACRP-CP Priifung
Uberpriifung Torrents

Das Expertenteam von EchteFrage nutzt thre Erfahrungen und Kenntnisse aus, um die Schulungsunterlagen zur ACRP ACRP-CP


https://drive.google.com/open?id=1DTSdsf6Kgu6xPgaGvRn4wDrzW3Wc6yhI
https://www.echtefrage.top/ACRP-CP-deutsch-pruefungen.html
https://www.zertsoft.com/ACRP-CP-pruefungsfragen.html
https://www.echtefrage.top/ACRP-CP-deutsch-pruefungen.html

Zertifizierungspriifing zu bearbeiten. Unsere Schulungsunterlagen zur ACRP ACRP-CP Zertifizierungspriifung sind bei den Kunden
sehr beliebt. Das sind die Ergebnisse der fleiBigen Experten-Teams. Diese Simulationsfragen und Antworten sind von guter Qualitét.
Und die Ahnlichkeit betréigt tiber 95%. Sie sind eher zuverkissig. Wenn Sie die Trainingsinstrumente von EchteFrage benutzen,
koénnen Sie 100% die ACRP ACRP-CP (ACRP Certified Professional Exam) Zertifizierungsprifing bestehen.

ACRP Certified Professional Exam ACRP-CP Priifungsfragen mit Losungen
(Q40-Q45):

40. Frage
Who is responsible for securing agreement from all involved parties to ensure direct access of all trial-related source documents?

A. Sponsor
B. Investigator
C.CRO

D. CRC

Antwort: A

Begrindung;

The sponsor is responsible for ensuring that agreements are in place with all involved parties (including investigators and institutions)
to grant direct access to trial-related source documents. This is crucial for monitoring, auditing, and inspection purposes, ensuring
transparency and compliance with regulatory requirements.

According to GCP guidelines, the sponsor must establish agreements to secure direct access to trial data for verification and
compliance checks.

"The sponsor should ensure that agreements are in place to permit direct access to source data and documents for monitoring and
inspection.” Objectives:

* Maintain compliance with regulatory requirements.

* Facilitate data verification and quality assurance.

41. Frage

A double-blind randomized Phase 111 trial seeks to recruit 500 subjects in 2 years. At the end of the first year,

150 subjects have been enrolled. Monitoring reports from the first year note 50% of subjects screened were screen failures due to
exclusionary lab values. What action should the sponsor take?

A. Reduce the target sample size based on feedback from the sites.

B. Allocate additional monitoring resources to the trial.

C. Re-train investigators on recruitment obligations.

D. Evaluate the screen failures to determine if the protocol needs revision.

Antwort: D

Begriindung;

The high rate of screen failures indicates that the inclusion/exclusion criteria may be too stringent or not appropriately defined. The
sponsor should evaluate the reasons for these failures and determine whether the protocol needs adjustment. Revising the criteria
may increase recruitment efficiency without compromising the scientific validity of the study.

GCP guidelines advise reviewing and possibly revising protocols when screen failure rates are significantly high to ensure feasible
recruitiment.

"If a high number of screen failures occurs, the sponsor should evaluate the inclusion/exclusion criteria and consider protocol
revisions." Objectives:

* Improve recruitment efficiency.

* Adapt protocol criteria to real-world conditions.

42. Frage
‘Who should vote during the IRB/IEC review and discussion process?

e A. Allmembers who were involved in the review and discussion
e B. Allmembers who were involved in the review and discussion and non-member experts
e C. AllIRB/IEC memnbers and non-member experts
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e D. AlIRB/IEC members
Antwort: A

Begrindung;

During the IRB/IEC review process, only members who actively participated in the review and discussion are eligible to vote. This
ensures that votes are cast by those who are adequately informed about the study and can make an educated decision. Non-
member experts may participate in discussions but do not have voting rights.

GCP guidelines state that voting rights in IRB/IEC meetings are limited to members who have thoroughly reviewed and discussed the
study, maintaining unbiased and informed decision-making,

"Only IRB/IEC members who were involved in the review and discussion should participate in the voting process." Objectives:

* Ensure informed voting in ethical review processes.

* Maintain integrity and objectivity in IRB/IEC decisions.

43. Frage
In order to conduct open-label, parallel group clinical trials according to sound scientific principles, which of the following design
elements should be included?

A. Blinding

B. Privacy controls

C. Randomization

D. Placebo-controlled

Antwort: C

Begrindung;

Randomization is a key element in open-label, parallel group clinical trials to reduce selection bias and ensure that participant
allocation is not influenced by mvestigators. Despite the absence of blinding in open-label studies, randomization maintains the validity
and reliability of the results by evenly distributing confounding factors between groups.

GCP guidelines recommend randomization as a core element in clinical trial design to ensure unbiased allocation of participants.
"Randomization in parallel group trials helps minimize selection bias and ensures the comparability of intervention groups."
Objectives:

* Maintain scientific rigor through randomization.

* Minimize selection bias in clinical studies.

44. Frage
A potential subject is interested in a new clinical trial and would like to learn more about the risks and benefits of participation.
Where can they find this information?

A. 1B

B. Package insert
C. Protocol

D. ICF

Antwort: D

Begriindung;

The Informed Consent Form (ICF) contains comprehensive information about the potential risks and benefits of participation in a
clinical trial. It is a legally required document that ensures that subjects make an informed decision before enrollment.

The answer is consistent with GCP guidelines which mandate that the ICF clearly outlines the risks and benefits of participation to
protect participant rights.

"The ICF should include a clear explanation of potential risks and benefits to ensure informed decision- making by the participant.”
Objectives:

* Ensure informed decision-making by potential subjects.

* Provide transparent risk-benefit imformation.
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