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The Belmont Report (1979) - CORRECT ANSWER:-ethical principles and guidelines for
thi protoction of hwman subjects of research.

respect for persons - CORRECT ANSWER-indviduats should be trealed as
autonomous agents and persons with diminished autonomy are entiled to protection

An aulonomous persan - CORRECT ANSWER-A person capable of deliberation about
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 person 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 conlnibutions 5) 1o each person according [o maril

Justcs - CORRECT ANSWER- The selection of research subjects nesds 1o ba
serutinized in order to determine whether some classes are baing systematically
selected simply because of their easy availabdity, their compromised position, or thesr
manipulability, rather than for reasons directly related o the problem being studiad.

Justice - CORRECT ANSWER- Whenever resgarch supporied by public funds leads
lo the development of therapeutic devices and procedures, justice demands both that
thasa nol provide advantages only to these who can affond them and that suech research
should not unduly imalve parsons from groups unBikely 1o be among the benaficianes of
subsaquent opplications of the research

Threa elemeants of tha consent process - CORRECT ANSWER-information,
comprehension, voluntariness
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ACRP Certified Professional Exam Sample Questions (Q120-Q125):

NEW QUESTION # 120
While consenting a potential subject, a coordinator discovered the subject could not read. Under what conditions can this potential
subject be enrolled?

A. Get an impartial witness involved in consenting this person.

B. There are no circumstances under which this person can be enrolled.
C. Locate a translator and have them work with the person.

D. Have the Principal Investigator consent the person.

Answer: A

Explanation:

When a participant cannot read, an impartial witness must be present during the consent process. The witness ensures that the
mformation is accurately presented and that the subject's consent is truly informed. The witness must sign the consent form to attest
that the subject understands the information.

GCP guidelines require the use of an impartial witness during the informed consent process for individuals who are illiterate or
visually impaired.

"Informed consent must involve an impartial witness when the subject cannot read, ensuring the consent process is conducted
ethically." Objectives:

* Maintain ethical standards during consent.

* Protect the rights of participants with literacy challenges.

NEW QUESTION # 121
Who is responsible for securing agreement from all involved parties to ensure direct access of all trial-related source documents?

A. Sponsor
B. CRC
C.CRO

D. Investigator

Answer: A

Explanation:

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.

NEW QUESTION # 122
‘Which document confirms the PI's agreement to permit auditing at the study site?

e AIB
¢ B. Delegation Log
e C. Protocol
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e D.ICF
Answer: D

Explanation:

The Informed Consent Form (ICF) typically includes a statement indicating that the participant's records may be reviewed by
monitors, auditors, and regulatory authorities. This ensures transparency and compliance with regulatory requirerments, allowing for
audits and inspections when necessary.

This answer follows GCP guidelines which specify that the ICF should include consent for audits and inspections to protect subject
confidentiality while ensuring data integrity.

"The ICF must include a statement allowing access to trial data for monitoring, auditing, and regulatory inspection purposes."
Objectives:

* Ensure informed consent for data access.

* Facilitate compliance with auditing requirements.

NEW QUESTION # 123
The sponsor calls the site and informs the research team that they have decided to temporarily suspend the study. What step should
the research team take FIRST?

A. Inform participant and assure proper care is provided.
B. Inform the monitor of the termination of the study.

C. Schedule participant for early termination visit.

D. Informthe IRB/IEC of'the study closure.

Answer: A

Explanation:

When a study is temporarily suspended, the primary responsibility of the research team is to ensure the ongoing care and safety of
the enrolled participants. Participants must be informed about the suspension and assured that their health and safety will continue to
be monitored.

GCP guidelines prioritize the safety and well-being of participants, which must be maintained even during a temporary suspension.
"In the event of a study suspension, the first priority is to inform the participants and ensure that appropriate care and monitoring are
continued." Objectives:

* Protect participant safety during study suspension.

* Maintain clear communication with study participants.

NEW QUESTION # 124
The 1B contains which of the following sections?

A. Participant eligibility criteria

B. Known pharmacokinetic effects
C. IP preparation instructions

D. Participant dosing schedule

Answer: B

Explanation:

The Investigator's Brochure (IB) contains comprehensive information about the investigational product (IP), including its
pharmacokinetic and pharmacodynamic properties, preclinical and clinical trial data, and any known side effects. The IB provides a
scientific basis for the study protocol and helps investigators understand the potential risks and benefits.

GCP guidelines state that the IB must include relevant scientific data, including pharmacokinetic and pharmacodynamic profiles.
"The IB should provide data on the pharmacokinetics and pharmacodynamics of the investigational product to inform clinical
practice." Objectives:

* Provide comprehensive data on investigational products.

* Support safe and informed clinical decision-making.

NEW QUESTION # 125
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