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The Badmont Report (1979) - CORRECT AMSWER-alhical principles and guidelines for
the protection of human subjects of research.

respect for persons - CORRECT ANSWER-ndwviduals should be treated as
autonomous agents and persons with diminished aulonomy are enfiied to prolection

An aulcnomous person - CORRECT ANSWER-A persan capabie of deliberation aboul
personal goals and of acting under the direction of such deliberation

Beneficence - CORRECT ANSWER-Do not harm and maximize possible benefils and
minimize possdle harms

Justice - CORRECT ANSWER-1) to each persan an equal share 2) 1o each person
according o individual need 3) to each person according Lo individual effort 4) o each
person according to societal contributions 5) o each person according lo miarit

Justics - CORRECT ANSWER- The selection of research subjects needs (o ba
serutinized in order o delermine whether some classes are being syslematically
selacted simply because of their easy availabdity, their compromised posifion, or their
manipulability, ralher than for reasons directly related (o the problem being studied.

Justica - CORRECT ANSWER-- Wheanever research supporied by public funds leads
to the development of therapeutic devices and procedures, justice demands both that
thesa nol provide advantages only to these who can afford them and that such research
should not unduly imvolve persons from groups unbikely to be among the beneficianes of
subsaquent applications of this research,

Threa elements of the consent process - CORRECT ANSWER-information.
comprehension, voluntariness

What's more, part of that GetValidTest ACRP-CP dumps now are free: httpsz/drive.google.com/open?
id=17vBX ZAmhplGtwkXrc DFym8deA0dik-

Do not ask me why you should purchase ACRP Certified Professional Exam ACRP-CP valid exam prep, of course it is because of
its passing rate. As every one knows certificaiton is difficult to pass, its passing rate is low, if you want to save exam cost and money,
choosing a ACRP-CP Valid Exam Prep will be a nice option.

It is incontrovertible high quality and high accuracy ACRP-CP practice materials that have helped more than 98 percent of exam
candidates who choose our ACRP-CP real quiz gets the certificate successfully. So we totally understand you inmost thoughts, and
the desire to win the ACRP-CP Exam as well as look forward to bright future that come along. During your practice process
accompanied by our ACRP-CP study guide, you will easily get the certificate you want.
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Exam ACRP ACRP-CP Practice, New ACRP-CP Exam Objectives

Taking GetValidTest ACRP Certified Professional Exam (ACRP-CP) practice test questions are also important. These ACRP
ACRP-CP practice exans include questions that are based on a similar pattern as the finals. This makes it easy for the candidates to
understand the ACRP Certified Professional Exam (ACRP-CP) exam question paper and manage the time. It is indeed a booster
for the people who work hard and do not want to leave any chance of clearing the ACRP-CP exam with brilliant scores.
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ACRP Certified Professional Exam Sample Questions (Q103-Q108):

NEW QUESTION # 103
A protocol amendment is needed to collect additional data from a participant's medical record. When can the research team begin
collecting the additional data?

A. As soon as the protocol amendment is submitted to the IRB/IEC
B. When the need for the additional data is discovered

C. After the original planned data collection is completed

D. After the protocol amendment is approved by the IRB/IEC

Answer: D

Explanation:

The research team must wait until the protocol amendment is reviewed and approved by the IRB/IEC before collecting any
additional data. This ensures that any changes to the data collection process have undergone ethical review and comply with
regulatory requirements. Collecting data without IRB/IEC approval would be a violation of Good Clinical Practice (GCP).

GCP guidelines clearly state that any changes to the protocol, including additional data collection, must be approved by the IRB/IEC
before implementation.

"Any amendment that affects participant data collection must receive IRB/IEC approval before the change is implemented."”
Objectives:

* Maintain compliance with ethical standards.

* Protect participants' rights and data integrity.

NEW QUESTION # 104
A study drug will be shipped, stored, and mixed at the hospital pharmacy and will be transferred to the study site for infusion. Which
document describes how the transfer will occur?

A. Data & Safety Monitoring Plan
B. Clinical Monitoring Plan

C. Standard Operating Procedure
D. Investigator's Brochure

Answer: C

Explanation:

The Standard Operating Procedure (SOP) outlines the process for shipping, storing, mixing, and transferring the investigational
product (IP) between locations. SOPs ensure that all steps are consistently followed and documented, maintaining the integrity and
quality of the IP throughout the handling process. This is critical for maintaining compliance with Good Clinical Practice (GCP) and
ensuring patient safety.

GCP guidelines specify that SOPs should cover the handling, transfer, and storage of nvestigational products to ensure quality
control.

"SOPs provide detailed guidance on the handling and transfer of investigational products to ensure consistency and compliance."
Objectives:

* Maintain the integrity of TP during transport and handling,

* Ensure compliance through standardized procedures.

NEW QUESTION # 105
A new device trial is being considered. Before committing to participate in the trial, what is the MOST important item the P needs
to evaluate?

A. Availability of qualified staff'to conduct the trial

B. Length of'time to receive the approved trial device
C. Information to be included in the advertising flyer
D. Location of stored trial records

Answer: A

Explanation:



The availability of qualified staff to conduct the trial is essential for maintaining compliance with protocol requirements and ensuring
patient safety. Without adequately trained and available staff; the trial's integrity and data quality are compromised.

This answer is based on GCP guidelines emphasizing the importance of having trained and qualified personnel before initiating a trial.
"The PI must ensure that sufficient qualified staff'is available to conduct the trial as per the protocol and regulatory requirements."
Objectives:

* Assessing resource availability

* Ensuring readiness to initiate a clinical trial

NEW QUESTION # 106
Upon receiving their first dose of study drug in the clinic, the subject exhibits an immediately life-threatening reaction. The protocol
prohibits any concomitant medications. What should be the nvestigator's IMMEDIATE response?

A. Admnister rescue medication.
B. Call the medical monitor.

C. Consult the IB.

D. Report the AE to the sponsor.

Answer: A

Explanation:

In a life-threatening situation, the nvestigator's first priority is the safety and well-being of the participant.

Administering rescue medication immediately is critical to stabilize the patient, regardless of protocol restrictions. Ethical
considerations and patient safety always take precedence over protocol compliance.

GCP guidelines emphasize that subject safety is the primary concern, and appropriate medical care must be admmistered in
emergencies.

"In cases of life-threatening events, the investigator should administer necessary medical interventions to safeguard the subject's
health." Objectives:

* Prioritize patient safety in emergency situations.

* Make decisions based on medical necessity rather than protocol restrictions.

NEW QUESTION # 107
A printed, optical, or electronic document designed to record all of the protocolrequired information and is transmitted to the
sponsor is called a:

A. PRO.

B. CRF.

C. Source document.
D. Worksheet.

Answer: B

Explanation:

A Case Report Form (CRF) is a tool used in clinical trials to collect data as specified by the protocol. It is a printed, optical, or
electronic document designed to record all protocol-required information for each trial subject. CRFs are crucial for ensuring that the
data collected during the trial is accurate, complete, and consistent with the protocol.

This answer follows GCP guidelines, which describe CRFs as essential documents for capturing and transmitting study data to the
Sponsor.

"A Case Report Form (CRF) is a printed, optical, or electronic document specifically designed to record all protocol-required
mformation to be reported to the sponsor on each trial subject." Objectives:

* Understand the role of CRFs in clinical trials.

* Ensure accurate and complete data collection.

NEW QUESTION # 108
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