CLINICAL RESEARCH REGULATIONS
(MRA 103T)

Ethics in Clinical Research

An Institutional Review Board (IRB) is a critical component in clinical research, ensuring the
ethical and legal integrity of research studies involving human participants. Here's an overview
of its constitution, role, and responsibilities:

Constitution of an IRB:

An IRB is typically composed of a diverse group of individuals with varying backgrounds, such
as medical professionals, scientists, legal experts, ethicists, and community representatives. The
goal is to bring together a range of perspectives to review research proposals comprehensively.
The structure of an IRB can vary depending on the institution or regulatory body, but it usually
includes the following members:

Chairperson: Leads the IRB and oversees its activities.

Members with scientific expertise: Often from relevant medical or scientific fields.
Members with non-scientific expertise: Help ensure a broader ethical perspective.
Community representatives: Laypeople who can offer insights from a general public
standpoint.

5. Legal and ethical advisors: Ensuring compliance with laws and ethical standards.
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Role of an IRB:

The primary role of the IRB is to safeguard the rights, safety, and well-being of participants in
clinical research. They act as an independent review body to ensure that research adheres to
ethical standards, regulations, and institutional policies. The key aspects of their role include:

1. Reviewing and approving research proposals: Before clinical studies involving human
subjects begin, the IRB reviews the study design, informed consent process, and potential
risks to participants.

2. Ensuring participant rights: The IRB ensures that participants are fully informed of the
study details and give voluntary consent to participate.

3. Ongoing monitoring: The IRB continues to monitor the study, especially in the case of
long-term or high-risk trials, to ensure the continued safety of participants.

4. Protecting vulnerable populations: Particular care is taken when research involves
vulnerable populations (e.g., children, prisoners, pregnant women), with additional
protections in place to minimize risks.

Responsibilities of an IRB:

1. Review and Approve Protocols: The IRB evaluates research protocols for scientific and
ethical soundness, ensuring the study design minimizes risks and maximizes benefits.

2. Informed Consent: Ensuring that participants are provided with clear, understandable
information about the study’s risks, benefits, and procedures before they agree to
participate.



3. Assessing Risk and Benefit: The IRB assesses whether the risks to participants are
justified by the potential benefits to society or science.

4. Ongoing Monitoring: They monitor the progress of clinical trials, reviewing any adverse
events or unanticipated risks that might arise during the study.

5. Ensuring Compliance: The IRB ensures that the research complies with local, federal,
and international regulations (e.g., HIPAA, Good Clinical Practice (GCP), Declaration of
Helsinki).

6. Reviewing Amendments: Any changes to the study design, informed consent, or
participant information must be reviewed and approved by the IRB.

Types of IRB Reviews:

1. Full Board Review: In-depth review of studies with significant risk to participants,
typically involving face-to-face meetings.

2. Expedited Review: For studies that pose minimal risk to participants, typically reviewed
by a subset of the IRB members.

3. Exempt Review: For studies involving minimal or no risk, such as certain types of
observational research, where the IRB determines that full review is unnecessary.

Ethical Guidelines and Regulations:
The IRB's actions are guided by ethical frameworks and legal requirements, including:

e The Belmont Report: Outlines ethical principles and guidelines for research involving
human subjects, emphasizing respect for persons, beneficence, and justice.

e The Common Rule (45 CFR 46): U.S. federal regulations that provide standards for
IRBs, informed consent, and assurances of ethical conduct in research.

o International Guidelines: Including the Declaration of Helsinki and Good Clinical
Practice (GCP) standards.

In summary, the IRB serves as an essential gatekeeper in clinical research, making sure that the
safety and ethical treatment of human subjects are prioritized, while also facilitating scientific
progress.

In clinical research, the ethical conduct of a study is a shared responsibility among several key
parties: the sponsor, the Contract Research Organization (CRO), and the investigator. Each
party plays a distinct role in ensuring that the research is conducted ethically and that
participants' rights and well-being are protected. Below are the specific responsibilities of each:

1. Sponsor's Responsibilities:

The sponsor is typically the organization or individual that initiates, funds, or oversees a clinical
trial. Their responsibilities include:

e Study Design and Protocol Development: The sponsor is responsible for developing the
clinical trial protocol, which includes detailed procedures, inclusion and exclusion
criteria, objectives, and safety measures.



Ethical Oversight: Ensuring that the study adheres to ethical standards, including
compliance with regulatory requirements (e.g., FDA, ICH-GCP, and local ethics
committees).

Informed Consent: The sponsor must ensure that the informed consent form is
developed, clear, and comprehensive, explaining the risks, benefits, and procedures of the
trial to participants.

Ensuring Adequate Resources: The sponsor must provide the necessary resources to
conduct the trial properly, including funding, equipment, and qualified personnel.
Regulatory Compliance: Ensuring that all aspects of the trial comply with applicable
laws, regulations, and guidelines (e.g., Good Clinical Practice (GCP), HIPAA, and
others).

Monitoring and Auditing: Sponsors are responsible for monitoring the progress of the
trial and auditing the site for compliance with the protocol and regulatory requirements.
Reporting Adverse Events: The sponsor must report any serious adverse events or
unanticipated problems to the relevant regulatory authorities, IRBs, and investigators.
Data Integrity: Ensuring that data collection and analysis follow stringent ethical
guidelines to avoid falsification or manipulation of results.

2. Contract Research Organization (CRO) Responsibilities:

A CRO is typically hired by the sponsor to manage or support clinical trials. While the sponsor
maintains overall responsibility, the CRO often performs many operational tasks. The CRO’s
responsibilities include:

Project Management and Oversight: CROs are often tasked with managing the
day-to-day operations of the study, including recruitment, data collection, and site
management.

Ensuring Compliance: The CRO ensures that the clinical trial adheres to regulatory
standards and institutional policies, including GCP, while also helping to oversee quality
control.

Site Selection and Monitoring: The CRO assists the sponsor in selecting clinical trial
sites and ensures sites are adequately staffed, trained, and resourced to conduct the study
ethically and effectively.

Training and Support: The CRO provides training for investigators and site staff on
study protocols, regulatory requirements, and ethical conduct in research.

Data Management: CROs are responsible for managing data collection, ensuring that
data is accurate, complete, and compliant with ethical and legal standards.

Reporting and Communication: The CRO helps to compile data and prepare reports to
regulatory agencies, the sponsor, and ethical bodies. They also facilitate communication
between the sponsor and other study stakeholders.

Ensuring Participant Safety: The CRO is involved in ensuring that the study procedures
and patient safety protocols are followed throughout the trial.




3. Investigator's Responsibilities:

The investigator (or Principal Investigator, PI) is the person who conducts the clinical trial at the
study site. They are responsible for the ethical conduct of the study on a day-to-day basis. Their
responsibilities include:

e Informed Consent Process: The investigator ensures that potential participants are fully
informed about the study, including risks, benefits, and procedures, and that they
voluntarily provide consent before participation.

e Protection of Participants' Rights and Welfare: The investigator is responsible for
ensuring that participants' rights, confidentiality, and safety are protected throughout the
study. This includes monitoring adverse events and ensuring prompt action is taken if
necessary.

o Adherence to Protocol: The investigator must conduct the study according to the
approved protocol, making sure that all procedures are followed and any deviations are
documented and justified.

e Ethical Oversight: The investigator ensures that the study complies with all ethical
principles, including respect for persons (informed consent), beneficence (minimizing
harm), and justice (fairness in participant selection).

e Reporting Adverse Events: The investigator must report any adverse events to the
sponsor and IRB in a timely manner, and take appropriate steps to address any issues
affecting participant safety.

e Data Integrity and Accuracy: The investigator ensures that all data collected from the
study are accurate, complete, and verifiable, and that records are maintained with the
highest level of integrity.

e Compliance with Regulatory Requirements: The investigator must ensure that the
study complies with local, national, and international regulatory requirements (e.g., GCP,
HIPAA, IRB requirements).

o Ongoing Communication: The investigator regularly communicates with the sponsor
and IRB to update them on the study’s progress, safety concerns, and any protocol
changes or amendments.

e Participant Recruitment and Enrollment: The investigator is responsible for ensuring
that participants are recruited in a fair and ethical manner and that they meet the
eligibility criteria outlined in the protocol.

Summary of Ethical Responsibilities:

e Sponsor: Oversees the overall ethical conduct of the study, ensures compliance with
regulations, provides resources, and monitors safety.

o CRO: Assists in managing and monitoring the trial, ensures compliance with the
protocol, and supports the investigator and sponsor.

e Investigator: Directly responsible for participants' safety and well-being, ensuring
informed consent, and following the protocol ethically and legally.

Each party plays an integral role in the ethical conduct of clinical research. Their collective
efforts ensure that trials are conducted with respect for participants and in adherence to the
highest scientific and ethical standards.



