
form 1572 in clinical research
form 1572 in clinical research is a critical document used in the regulatory framework of clinical
trials conducted under the oversight of the U.S. Food and Drug Administration (FDA). This form
serves as an Agreement between the investigator and the sponsor, outlining the investigator's
commitments and responsibilities in the conduct of a clinical study. Understanding the purpose,
requirements, and implications of form 1572 is essential for clinical investigators, sponsors, and
regulatory professionals involved in clinical research. This article provides a comprehensive
overview of form 1572 in clinical research, including its regulatory background, essential
components, and its role in ensuring compliance with FDA regulations. Additionally, guidance on
how to accurately complete the form and common challenges associated with it will be discussed,
along with best practices to uphold the integrity of clinical trials.
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Regulatory Background of Form 1572 in Clinical
Research
Form 1572, formally known as the Statement of Investigator, is mandated by the FDA under Title 21
of the Code of Federal Regulations (CFR), Part 312.53(c)(1). This regulation governs the conduct of
investigational new drug (IND) studies in the United States. The form serves as a binding agreement
between clinical investigators and sponsors, ensuring adherence to FDA standards for the protection
of human subjects and data integrity. The FDA requires this document as part of the IND application
process to verify that investigators understand and commit to regulatory requirements before
initiating a clinical trial. Historically, the introduction of form 1572 was part of the FDA's effort to
enhance oversight and accountability in clinical research.

Purpose and Importance of Form 1572
The primary purpose of form 1572 in clinical research is to formalize the investigator's legal
commitments to comply with federal regulations, Good Clinical Practice (GCP) guidelines, and the
clinical trial protocol. It is an essential tool for sponsors to ensure that investigators will conduct the
study responsibly and ethically. Form 1572 also facilitates FDA inspections and audits by providing a



documented agreement outlining the responsibilities of the investigator. Moreover, it helps protect
the rights, safety, and welfare of trial participants by ensuring that investigators are qualified and
capable of conducting the research.

Why Form 1572 is Critical for Clinical Trials
Using form 1572 ensures transparency and accountability in clinical research. It confirms that the
investigator agrees to:

Conduct the study according to the approved protocol

Comply with all applicable FDA regulations

Protect the rights and welfare of human subjects

Maintain accurate and complete study records

Report adverse events and other required information

Failure to submit or properly complete form 1572 can delay study initiation and may result in
regulatory action.

Key Components and Information Required
Form 1572 collects detailed information about the investigator and the clinical trial site. It requires
the investigator to provide specific data that verifies their qualifications and ability to conduct the
study. The form includes several crucial sections that must be accurately completed.

Essential Information Fields
The key fields on form 1572 include:

Investigator’s name and contact information: Full name, address, phone number, and
email.

Medical license details: State license number(s) and expiration dates.

Training and qualifications: Documentation of relevant education and experience.

Clinical trial site information: Name and address of the research facility.

Sub-investigators: Names and qualifications of any individuals assisting in the study.

Institutional Review Board (IRB) information: Name, address, and approval status of the
IRB overseeing the study.



Commitments and signatures: Investigator’s signature confirming understanding and
acceptance of responsibilities.

Investigator Responsibilities and Commitments
By signing form 1572, investigators accept important regulatory responsibilities that govern the
conduct of clinical trials. These commitments are legally binding and critical for maintaining the
integrity of the research process.

Core Investigator Obligations
The signed form confirms that the investigator will:

Conduct the trial in compliance with the protocol agreed upon by the sponsor and approved by1.
the IRB.

Maintain accurate, complete, and current records related to the study.2.

Ensure informed consent is obtained from all study participants before any trial-related3.
procedures.

Promptly report adverse events and other safety information to the sponsor and regulatory4.
authorities.

Allow monitoring, audits, and inspections by the sponsor and the FDA.5.

Ensure all sub-investigators and study staff adhere to regulatory and ethical standards.6.

Filling Out Form 1572: Best Practices
Accurate completion of form 1572 is vital for regulatory compliance and smooth clinical trial
operations. Sponsors and investigators should follow best practices to avoid errors and omissions.

Tips for Proper Completion

Use clear and legible handwriting if the form is completed manually, or type information if
possible.

Ensure all sections are completed fully; incomplete forms can delay FDA acceptance.

Verify that all license numbers and contact details are current and correct.



List all sub-investigators involved in the trial with their full credentials.

Update the form whenever there are changes in personnel or site information during the trial.

Keep a signed copy for sponsor files and investigator records.

Common Challenges and Compliance Issues
Despite its importance, form 1572 can present challenges that may affect study timelines and
regulatory compliance. Understanding these issues can help mitigate risks.

Typical Problems Encountered

Incomplete or inaccurate information: Missing details or errors in license numbers and
contact information.

Failure to update information: Changes in investigator status or site staff not reflected on
the form.

Delayed submission: Late signing and submission can stall study initiation.

Non-compliance with commitments: Investigators not adhering to agreed responsibilities
can lead to FDA warning letters or disqualification.

Regular training and clear communication between sponsors and investigators can prevent many of
these common pitfalls associated with form 1572 in clinical research.

Frequently Asked Questions

What is Form 1572 in clinical research?
Form 1572, also known as the Statement of Investigator, is a document that clinical investigators
must sign to agree to comply with FDA regulations when conducting investigational drug trials.

Who is required to sign Form 1572?
The clinical investigator conducting the research is required to sign Form 1572, confirming their
commitment to follow the protocol and regulatory requirements.

What information is included on Form 1572?
Form 1572 includes investigator's name, qualifications, commitments to follow FDA regulations, a



list of sub-investigators, the clinical trial site address, and the protocol number.

Why is Form 1572 important in clinical trials?
Form 1572 is important because it establishes the investigator's obligations to conduct the trial
according to FDA regulations, ensuring the protection of study subjects and data integrity.

When must Form 1572 be submitted?
Form 1572 must be submitted to the FDA when initiating an investigational new drug application
(IND) trial, typically before the investigator begins the study.

Can an investigator make changes to Form 1572 after signing?
Yes, if there are changes such as new sub-investigators or site information, an updated Form 1572
must be submitted to the sponsor and FDA.

How does Form 1572 impact the responsibilities of a clinical
investigator?
By signing Form 1572, the investigator legally agrees to comply with FDA regulations, including
following the protocol, obtaining informed consent, and maintaining accurate records.

Is Form 1572 required for all types of clinical research?
Form 1572 is specifically required for FDA-regulated drug trials under an IND; it may not be
necessary for other types of research not involving investigational drugs.

Where can investigators obtain Form 1572?
Form 1572 is available on the FDA's official website and is typically provided by the clinical trial
sponsor during study initiation.

Additional Resources
1. Understanding FDA Form 1572: A Comprehensive Guide for Clinical Researchers
This book provides an in-depth exploration of FDA Form 1572, its regulatory significance, and
practical guidance for investigators in clinical trials. It explains the legal obligations associated with
the form and how to accurately complete it to ensure compliance. Suitable for both new and
experienced clinical researchers, the book also discusses common pitfalls and best practices.

2. Clinical Trial Compliance: Mastering the FDA Form 1572
Focusing on compliance, this text covers the critical role of Form 1572 in maintaining FDA
standards. It offers step-by-step instructions on how investigators and sponsors can meet regulatory
requirements. The book includes case studies illustrating the consequences of non-compliance and
strategies to avoid them.



3. FDA Regulations and Clinical Research: Navigating Form 1572
This book serves as a comprehensive resource on FDA regulations with a special emphasis on Form
1572. It provides a contextual understanding of how the form fits into the broader regulatory
landscape of clinical research. Readers will find detailed explanations of each section of the form
and tips for effective communication with regulatory bodies.

4. The Investigator’s Handbook: Completing and Managing FDA Form 1572
A practical handbook designed for clinical investigators, this book simplifies the process of
completing Form 1572. It includes templates, checklists, and sample forms to aid in proper
documentation. Additionally, it covers how to manage updates and amendments to the form
throughout the clinical trial lifecycle.

5. Regulatory Essentials for Clinical Trials: The Role of Form 1572
This title delves into the essential regulatory requirements for clinical trials, emphasizing the
importance of Form 1572. It explains the legal framework, the responsibilities of investigators, and
how the form supports FDA oversight. The book also addresses the relationship between Form 1572
and other regulatory documents.

6. Clinical Research Documentation: Best Practices for FDA Form 1572
Focusing on documentation quality, this book outlines best practices for accurately completing and
maintaining Form 1572. It highlights the impact of thorough documentation on trial integrity and
FDA inspections. Readers will learn how to prepare for audits and ensure their documentation
withstands regulatory scrutiny.

7. FDA Form 1572 and Investigator Obligations: A Practical Approach
This book breaks down the investigator's obligations under FDA regulations through the lens of
Form 1572. It provides practical advice for fulfilling these duties while maintaining compliance. The
content is enriched with real-world examples and FAQs to address common concerns faced by
clinical investigators.

8. Essential Clinical Trial Forms: Focus on FDA Form 1572
Covering a range of essential clinical trial documents, this book places special emphasis on Form
1572. It explains how this form interacts with other documents like informed consent forms and IRB
approvals. The book is a valuable resource for clinical trial coordinators and regulatory affairs
professionals.

9. Mastering Clinical Research Compliance: Insights on FDA Form 1572
This book offers a strategic perspective on clinical research compliance, highlighting the critical
function of Form 1572. It discusses regulatory updates, compliance trends, and enforcement actions
related to the form. The book is designed to help clinical research teams build robust compliance
programs around Form 1572 requirements.
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