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Introduction

3 The Informed Consent Form Can Be Used To Consent Research Participants
Before The IRB Reviews And Approves is a nuanced topic that touches upon the
ethical, legal, and procedural aspects of human research. Typically, informed consent is
obtained after the Institutional Review Board (IRB) reviews and approves the research
protocol to ensure the protection of participants' rights and welfare. However, there are
specific circumstances and frameworks under which researchers may seek to obtain
consent prior to IRB approval, especially in urgent or minimal-risk research. Understanding
the appropriate use and limitations of consent forms before IRB review is crucial for
researchers, institutional administrators, and ethics committees alike. This article explores
the principles behind informed consent, the role of IRB review, and the circumstances under
which consent forms can be used beforehand, highlighting best practices and regulatory
considerations.

The Role of Informed Consent in Human Research

Definition and Importance of Informed Consent

Informed consent is a foundational ethical requirement in human research, ensuring that
participants voluntarily agree to participate with full awareness of the nature, risks,
benefits, and alternatives. It respects individual autonomy and promotes transparency. Key
elements include:

Clear explanation of the research purpose and procedures

Disclosure of potential risks and benefits

Information about confidentiality and data handling

Participants' rights to withdraw at any time

Contact information for questions or concerns



Legal and Ethical Standards Governing Informed
Consent

Various regulations govern the process, notably:
e United States: The Common Rule (45 CFR 46), which mandates IRB review and
approval before research begins.

* International guidelines: The Declaration of Helsinki, CIOMS Guidelines, and others
emphasize informed consent as a cornerstone of ethical research.

These standards aim to protect human subjects, ensuring that consent is obtained
appropriately and ethically. Typically, this involves IRB review to verify that consent
procedures meet regulatory and ethical requirements.

Timing of Informed Consent and IRB Review

Standard Practice: Consent After IRB Approval

In most research contexts, the standard procedure is:

1. Research proposal submitted to the IRB for review
2. IRB reviews ethical considerations, including consent processes
3. IRB approves the protocol, including consent forms

4. Researchers obtain informed consent from participants following IRB approval

This sequence ensures that consent procedures align with approved ethical standards and
that participants are protected.

Exceptional Circumstances for Pre-Approval Use of
Consent Forms

Despite the typical sequence, certain situations permit researchers to approach potential
participants with consent forms before IRB approval, such as:



Minimal risk research with expedited review processes

Emergency research where obtaining prior IRB approval is impractical

Preliminary informational sessions or recruitment efforts

Research involving existing data or biospecimens, where consent may have been
previously obtained

In these cases, researchers must adhere to strict regulatory guidelines and often seek IRB
approval or an exception prior to disseminating consent forms or enrolling participants.

Use of Consent Forms Before IRB Review:
Regulatory and Ethical Considerations

Minimal Risk Research and Expedited Review

The Common Rule allows for expedited IRB review for research involving no more than
minimal risk. In such cases, researchers might prepare consent forms in advance, but
formal use of these documents with participants generally occurs after IRB approval.

Emergency and Exceptional Cases

In emergency research situations, where immediate participation is necessary to prevent

harm or where prior consent is not feasible, federal regulations (such as the FDA's

regulations for emergency research) permit an exception. These protocols often include:
e Use of a simplified consent process

e Prospective IRB approval or waiver of consent

e Documentation of efforts to obtain consent as soon as feasible

In such contexts, consent forms are often prepared in advance but are only used after IRB
approval or under specific waivers.

Preliminary Recruitment and Informational Materials



Researchers may distribute informational materials, including draft consent forms or study
descriptions, prior to IRB approval. However, actual consent cannot be obtained or
documented without IRB approval unless a waiver or exception applies.

Legal and Ethical Limitations of Using Consent
Forms Pre-Approval

Risks of Premature Consent

Using consent forms before IRB review can pose ethical risks, such as:

e Failure to ensure that the consent process aligns with approved ethical standards
e Potential coercion or undue influence if participants are approached prematurely

e Legal liabilities if consent is obtained improperly

Institutional Policies and IRB Requirements

Most institutions require that consent forms be reviewed and approved by the IRB before
use. Deviating from this can result in protocol violations, suspension of research activities,
or sanctions.

Regulatory Guidance

Regulations stipulate that informed consent must be obtained in accordance with approved
procedures. While some flexibility exists in emergency situations, generally, the use of
consent forms prior to IRB approval is not permissible unless explicitly authorized.

Best Practices for Researchers

Preparing Consent Forms in Advance

Researchers should:



e Develop comprehensive consent documents aligned with regulatory standards
e Submit these documents for IRB review and approval before participant contact

e Ensure that consent procedures are clearly outlined and ethically sound

Engaging with the IRB

Effective communication with the IRB includes:

e Seeking guidance during protocol development
e Requesting expedited review when appropriate

e Obtaining approval prior to any participant interaction or consent process

Special Considerations for Emergency or Minimal Risk
Research

In such cases, researchers should:

» Justify the need for waivers or modifications in consent procedures
e Follow approved protocols strictly

e Document all efforts and decisions meticulously

Conclusion

The use of informed consent forms before IRB review and approval is generally limited to
specific, well-regulated circumstances, primarily involving minimal risk or emergency
research. While preparatory activities such as drafting consent documents or informational
materials can occur beforehand, actual consent processes and documentation should
adhere to approved protocols to maintain ethical integrity and legal compliance.
Researchers must prioritize obtaining IRB approval prior to initiating consent procedures to
protect participants’ rights and uphold the standards of responsible research conduct.
When in doubt, consultation with institutional review boards and adherence to regulatory
guidelines are essential to navigate the complexities surrounding consent procedures in



human research. Ultimately, the goal remains to respect and safeguard the autonomy and
welfare of research participants through ethically sound practices.

Frequently Asked Questions

Is it appropriate to use an informed consent form
before IRB approval in research studies?

No, informed consent forms should only be used after the IRB has reviewed and approved
the research protocol to ensure ethical standards are met.

What are the risks of obtaining consent prior to IRB
review?

Using a consent form before IRB approval may lead to ethical violations, as the research
procedures and risks have not yet been evaluated for participant protection.

Can researchers start data collection using a consent
form before IRB approval?

No, researchers must wait until the IRB reviews and approves the study, including the
consent form, before beginning data collection with participants.

Why is IRB review important before using an informed
consent form in research?

IRB review ensures that the consent process adequately informs participants of the study’s
risks, benefits, and rights, thereby protecting participant welfare and maintaining ethical
standards.

Are there any exceptions where a consent form can be
used before IRB approval?

Generally, no. However, in some emergency or waived consent situations, IRB may grant
specific approvals that allow limited use of consent forms before full review, but such cases
are exceptional and regulated.

What should researchers do to ensure compliance when
preparing informed consent forms?

Researchers should submit their consent forms for IRB review and approval prior to
participant interaction, and incorporate any IRB feedback to ensure the consent process
aligns with ethical guidelines.



Additional Resources
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In the realm of human subject research, the process of obtaining informed consent is a
cornerstone of ethical conduct, ensuring that participants understand and agree to the
nature of the research before proceeding. Traditionally, this process involves obtaining
formal consent after the Institutional Review Board (IRB) has thoroughly reviewed and
approved the research protocol. However, emerging practices and regulatory
considerations have introduced the possibility of utilizing the informed consent form (ICF)
as a preliminary tool to secure participant consent prior to IRB approval. This approach
raises important questions about ethics, compliance, and practical applicability, which
warrant comprehensive exploration.

Understanding the Traditional Role of the
Informed Consent Form and IRB Approval

The Purpose of the Informed Consent Form

The informed consent form serves as a detailed document that communicates essential
information about a research study to potential participants. Its primary objectives include:
- Providing a clear explanation of the study's purpose, procedures, risks, benefits, and
alternatives.

- Ensuring participants understand their rights, including the right to withdraw at any time
without penalty.

- Facilitating voluntary participation based on informed decision-making.

The form is designed to promote autonomy, transparency, and ethical integrity, aligning
with regulatory frameworks such as the Common Rule (45 CFR 46) and the Declaration of
Helsinki.

The IRB’s Role in Research Oversight

Institutional Review Boards are committees responsible for reviewing, approving, and
monitoring research involving human subjects. Their primary functions include:

- Ensuring the research adheres to ethical standards and regulatory requirements.

- Assessing risks and benefits to participants.

- Verifying that informed consent processes are adequate and appropriate.

- Protecting vulnerable populations and ensuring confidentiality.

Typically, IRB approval is a prerequisite before the researcher begins recruiting participants
or distributing the consent forms.



Rationale for Using the Informed Consent Form
Before IRB Review

While the conventional approach mandates IRB approval prior to participant engagement,
there are contexts where using the consent form beforehand can be advantageous or
necessary. These include:

1. Streamlining Participant Recruitment

In time-sensitive research or emergency settings, obtaining IRB approval prior to any
participant interaction may delay crucial data collection. Pre-executing consent forms can
facilitate rapid enrollment once IRB approval is granted.

2. Preparing for Multi-site or Multi-phase Studies
In multi-center research, standardized consent documents prepared in advance can
expedite approval processes across sites, ensuring consistency and efficiency.

3. Facilitating Participant Information and Commitment

In some cases, providing participants with the consent form ahead of formal IRB approval
allows them to review the study details thoroughly, potentially increasing informed
participation and reducing misconceptions.

4. Incorporating Community or Public Feedback
Preliminary dissemination of consent forms can serve as a tool for community engagement,
allowing stakeholders to review and suggest modifications before formal IRB review.

Regulatory and Ethical Considerations

The practice of using consent forms before IRB approval intersects with complex regulatory
and ethical principles, which must be carefully navigated.

1. Ethical Principles at Stake

- Respect for Persons: Participants must give voluntary, informed consent based on
adequate understanding. Providing a consent form before IRB approval raises concerns
about whether the consent is truly 'informed' and 'voluntary.'

- Beneficence and Non-maleficence: Researchers must ensure that participants are not
exposed to risks without proper oversight.

- Justice: Fair distribution of research burdens and benefits depends on ethically sound
consent procedures.

2. Regulatory Frameworks and Guidance
- Common Rule (45 CFR 46): Requires IRB approval before involving human subjects or
collecting identifiable private information.



- FDA Regulations: Similar requirements stipulate prior IRB review before initiating research
or obtaining consent.

- Guidance on Waivers and Alterations: In certain cases, IRBs may waive or alter consent
requirements, but only after review and approval.

3. Permissible Exceptions and Special Circumstances

While the general rule emphasizes IRB approval before consent, some exceptions permit
research activities to proceed under specific conditions:

- Public Health Emergencies: When immediate action is necessary to prevent harm.

- Use of De-Identified Data: When research involves only de-identified information, reducing
the need for consent.

- Emergency Research: Under strict regulatory criteria, consent may be obtained in
emergency settings with subsequent IRB review.

However, these exceptions are tightly regulated and do not typically authorize using
consent forms prior to IRB approval.

Practical Implementation and Strategies

Given the regulatory constraints, how can researchers ethically and effectively utilize
consent forms in advance of IRB approval? Several strategies can facilitate this process:

1. Developing Draft Consent Forms

Researchers can prepare comprehensive draft consent documents aligned with ethical
standards and regulatory requirements. These drafts can be shared with the IRB as part of
the submission process to expedite review once formal approval is granted.

2. Obtaining Preliminary Community or Stakeholder Feedback
Involving community advisory boards or stakeholder groups to review and comment on
draft consent forms enhances transparency and cultural appropriateness, fostering trust.

3. Using Consent Templates and Standardized Language
Employing validated templates ensures consistency, completeness, and compliance,
simplifying the IRB review process and reducing delays.

4. Clear Communication About Approval Status

Researchers should transparently communicate to potential participants that the consent
form is preliminary and that formal approval from the IRB is pending. This helps maintain
ethical standards by preventing misrepresentation or undue influence.

5. Implementing Conditional Consent

In specific scenarios, researchers may seek IRB approval for a 'conditional' consent process,
where participants acknowledge understanding that the final study approval is pending,
and their participation is contingent on IRB clearance.



Case Studies and Examples

To illustrate the nuanced application of consent forms prior to IRB approval, consider the
following scenarios:

- Emergency Research: In life-threatening situations where obtaining IRB approval
beforehand is impractical, researchers may proceed under emergency exception rules, with
plans for IRB review afterward.

- Large-scale Survey Studies: Researchers may distribute draft consent forms online or via
mail to gather community input, then submit finalized documents for IRB approval before
formal participant enrollment.

- Multi-institutional Trials: Standardized consent templates are prepared in advance to
streamline IRB review across multiple sites, with the understanding that no participant
recruitment occurs until approvals are secured.

These examples demonstrate that while the legal and ethical frameworks are strict, careful
planning and transparent communication enable some advance preparation of consent
documentation.

Conclusion: Balancing Ethics, Efficiency, and
Compliance

The utilization of the informed consent form to secure participant consent before IRB review
and approval presents a complex interplay of ethical principles, regulatory mandates, and
practical needs. While the primary requirement remains that IRB approval must be obtained
prior to initiating research activities involving human subjects, certain preparatory
steps—such as drafting consent forms, engaging stakeholders, and planning recruitment
strategies—can be undertaken in advance within ethical boundaries.

Ultimately, researchers must prioritize participant rights and safety, ensuring that consent
processes are thorough, transparent, and compliant with applicable regulations. When in
doubt, consulting with institutional review boards and legal advisors helps navigate the
delicate balance between efficiency and ethical integrity. As research methodologies
evolve, so too will the approaches to informed consent, emphasizing the importance of
ongoing dialogue between regulators, researchers, and communities to uphold the highest
standards of human subjects protection.
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