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Understanding the regulatory landscape surrounding human use devices (HUDs)
and humanitarian device exemptions (HDEs) is crucial for clinicians involved
in clinical investigations. One key aspect often discussed is whether
clinicians can use HUDs without Institutional Review Board (IRB) approval
when collecting data on an HDE. This article explores this question in
detail, providing comprehensive insights into the regulatory requirements,
scenarios where IRB approval may be waived, and best practices for clinicians
involved in such investigations.

Introduction to HUDs and HDEs

Before delving into the specifics of IRB requirements, it is important to
understand the fundamental concepts of HUDs and HDEs.

What Is a Human Use Device (HUD)?

A Human Use Device, commonly known as a medical device, refers to any
instrument, apparatus, implement, machine, contrivance, implant, in vitro
reagent, or other similar or related article intended for use in diagnosing,
curing, mitigating, treating, or preventing disease or other conditions in
humans.

Examples of HUDs include:

- Surgical instruments
- Diagnostic imaging devices
- Implantable devices
- Wearable medical sensors

What Is a Humanitarian Device Exemption (HDE)?

The HDE is a regulatory pathway provided by the U.S. Food and Drug
Administration (FDA) that allows the approval of devices intended to treat or



diagnose conditions affecting fewer than 8,000 individuals annually in the
U.S. It is designed to facilitate access to devices for rare diseases and
conditions.

Key features of HDE include:

- Approval based on probable benefit rather than evidence of effectiveness
- Waiver of certain requirements, such as demonstrating effectiveness
- Specific labeling and restrictions to ensure patient safety

Regulatory Framework Governing HUDs and HDEs

Understanding the regulatory environment is essential for compliance and
ethical conduct in clinical investigations.

FDA Regulations Pertaining to HUDs and HDEs

The FDA oversees the approval, manufacturing, and use of HUDs and HDE devices
through several regulations, primarily:

- 21 CFR Part 812 (Investigational Device Exemptions)
- 21 CFR Part 56 (Institutional Review Boards)
- 21 CFR Part 814 (Premarket Approval)

Role of IRB in Clinical Investigations

An IRB is responsible for reviewing, approving, and monitoring research
involving human subjects to ensure ethical standards and participant safety.
Typically, any clinical investigation involving HUDs requires IRB review
unless specific exemptions apply.

Using a HUD Without IRB Approval: The Context
of Data Collection on an HDE

The core question addressed is whether clinicians can use a HUD without IRB
approval when collecting data on an HDE.

Are There Circumstances Where IRB Approval Is Not



Required?

According to FDA regulations and guidance, certain situations may permit
clinicians to use HUDs without IRB approval:

- Use of a HUD in a clinical investigation that qualifies for an exemption
under 21 CFR 56.104(c).
- Use of a HUD in a clinical setting for treatment purposes outside a formal
investigation.
- Use of a HUD under a Humanitarian Device Exemption (HDE) where data
collection is part of ongoing monitoring rather than a formal investigation.

Specific Considerations for Data Collection on an
HDE

When collecting data on an HDE device, the following points are critical:

- If the data collection is part of a formal clinical investigation, IRB
approval is generally required unless the investigation qualifies for an
exemption.
- In cases where data collection is for post-market surveillance or routine
clinical use, IRB approval may not be necessary.
- Data collection methods should be consistent with ethical standards, and
patient safety must always be prioritized.

Regulatory Guidance and Exemptions

The FDA provides guidance on when IRB review can be waived or exempted.

21 CFR 56.104(c): Exemptions from IRB Review

This regulation specifies that certain activities are exempt from IRB review,
including:

- Research involving the use of educational tests, surveys, interviews, or
observation of public behavior unless identifiable private information is
obtained.
- Research involving the collection or study of existing data, documents,
records, or specimens if the sources are publicly available or the
information is recorded anonymously.

However, these exemptions typically do not apply to clinical investigations
involving HUDs unless the investigation meets specific criteria.



When Is IRB Not Required for Device Use?

IRB review may not be required if:

- The activity is considered routine clinical practice rather than research.
- The data collection is part of standard care and not intended to contribute
to generalizable knowledge.
- The clinician is monitoring or evaluating the device's performance in a
manner unrelated to research.

Best Practices for Clinicians Using HUDs
Without IRB Approval

Even when IRB approval is not mandatory, clinicians should adhere to ethical
standards and best practices.

1. Ensure Patient Safety and Informed Consent

- Patients should be fully informed about the use of the HUD and any data
collection involved.
- Obtain informed consent whenever applicable, especially if data will be
used for research purposes.

2. Maintain Data Integrity and Confidentiality

- Securely store and handle patient data.
- De-identify data to protect patient privacy when possible.

3. Document the Use and Data Collection

- Keep detailed records of the device use, data collected, and the rationale
for not obtaining IRB approval.
- Maintain transparency about the purpose of data collection and any
associated risks.

4. Comply with FDA and Institutional Policies

- Review relevant FDA guidance documents.
- Consult institutional policies and legal counsel if uncertain about
requirements.



Case Examples and Practical Scenarios

To illustrate the application of these principles, consider the following
scenarios:

Scenario 1: Routine Use of a HUD in Standard
Clinical Care

A surgeon uses an implantable HUD device approved under HDE to treat a
patient. During routine follow-up, the clinician collects data on device
performance. Since this is part of standard care and not a formal
investigation, IRB review may not be required.

Scenario 2: Clinical Investigation for Data
Collection on an HDE

A researcher plans to systematically collect data on the effectiveness of an
HDE-approved HUD device in a new patient population. This constitutes a
clinical investigation, and IRB approval is typically required unless an
exemption applies.

Scenario 3: Post-Market Surveillance Activities

A hospital monitors the performance of HUD devices post-approval to identify
potential issues. If data collection is part of routine quality assurance,
IRB approval may not be necessary.

Conclusion: Navigating Regulations and Ethical
Responsibilities

In summary, whether a clinician may use a HUD without IRB approval when
collecting data on an HDE depends on the specific circumstances of the
activity. If the activity qualifies as routine clinical practice or falls
under certain exemptions, IRB review might not be necessary. However, when
conducting formal research or investigations aimed at generating
generalizable knowledge, obtaining IRB approval is generally required to
ensure ethical standards, patient safety, and regulatory compliance.

Clinicians and researchers should always:

- Carefully evaluate the nature of their activities.



- Consult relevant regulations and guidance.
- Prioritize transparency, patient safety, and ethical conduct.
- Seek institutional guidance or legal counsel when in doubt.

By understanding these principles and adhering to best practices, clinicians
can effectively contribute to advancing medical knowledge while maintaining
compliance with regulatory requirements.

---
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Frequently Asked Questions

Can a clinician use a HUD without IRB approval when
collecting data on an HDE in a clinical
investigation?
Yes, if the use of the HUD is part of a clinical investigation involving an
HDE and the data collection is aligned with regulatory guidelines, it may be
permissible without prior IRB approval under specific circumstances, such as
when the investigation qualifies for certain exemptions. However,
institutional policies and local regulations should always be reviewed.

What are the regulatory requirements for using a HUD
in a clinical investigation involving an HDE?
Regulatory requirements typically mandate IRB review and approval for
research involving human subjects. However, if the use of the HUD is solely
for data collection in an HDE investigation and falls under an exemption or
qualifies as non-human subjects research, IRB approval may not be necessary.
Clinicians should consult FDA regulations and institutional policies to
determine applicability.

Under what conditions can a clinician use a HUD
without IRB approval during a clinical investigation
on an HDE?
A clinician may use a HUD without IRB approval if the activity is considered
non-human subjects research, falls under an exemption, or if the
investigation is conducted under an existing approved protocol that does not
require additional IRB oversight. Clear documentation and adherence to
regulatory guidelines are essential.



Is the use of a HUD in data collection for an HDE
considered human subjects research requiring IRB
review?
It depends on the context. If the HUD is used solely as a tool to collect
data without interacting with or obtaining identifiable private information
from individuals, it may not be considered human subjects research, and IRB
review might not be required. Otherwise, IRB approval is generally necessary.

What are the risks of using a HUD without IRB
approval in an HDE-related clinical investigation?
Using a HUD without IRB approval can lead to ethical concerns, non-compliance
with regulatory standards, and potential invalidation of data. It may also
jeopardize patient safety, violate institutional policies, and result in
regulatory penalties.

How should clinicians document the use of a HUD in
an HDE clinical investigation to ensure regulatory
compliance?
Clinicians should maintain detailed records of the device's use, the purpose
of data collection, the ethical considerations, and any applicable exemptions
or approvals. Documentation should include consent processes (if applicable),
adherence to protocols, and communication with oversight bodies to ensure
transparency and compliance.

Additional Resources
A Clinician May Use A HUD Without IRB Approval: In A Clinical Investigation
To Collect Data On An HDE

In the rapidly evolving landscape of medical technology and device
development, clinicians often find themselves at the intersection of
innovation and regulation. One such area involves the use of Heads-Up
Displays (HUDs), which have become increasingly prevalent in various clinical
settings—from surgical navigation systems to augmented reality tools
assisting in complex procedures. A nuanced question arises: can a clinician
utilize a HUD without prior Institutional Review Board (IRB) approval when
conducting a clinical investigation aimed at collecting data on a
Humanitarian Device Exemption (HDE)? This article explores this question
comprehensively, examining the regulatory frameworks, ethical considerations,
and practical implications involved.

---



Understanding the Regulatory Framework

To grasp whether a clinician can use a HUD without IRB approval during a
clinical investigation, it is essential first to understand the relevant
regulatory environment established by the U.S. Food and Drug Administration
(FDA) and other authoritative bodies.

What Is an HDE and Its Significance?

The Humanitarian Device Exemption (HDE) is a regulatory pathway designed by
the FDA to facilitate the availability of devices intended to treat or
diagnose conditions affecting fewer than 8,000 individuals per year in the
United States. Unlike traditional Premarket Approval (PMA), which requires
extensive evidence of safety and effectiveness, an HDE allows for a more
expedited review process under specific conditions, primarily focusing on
safety and probable benefit rather than definitive proof of efficacy.

Key features of HDE include:

- The device must be intended for a rare disease or condition.
- The probable benefit must outweigh the risks.
- The manufacturer must demonstrate that no comparable device is available.
- The device can be marketed and used in clinical settings but with
restrictions on commercial promotion.

When conducting a clinical investigation to collect data related to an HDE,
investigators must ensure compliance with applicable FDA regulations, which
include rules for Institutional Review Board (IRB) oversight.

Role of IRB in Clinical Investigations

An IRB is a committee established to review, approve, and monitor biomedical
and behavioral research involving human subjects. Its primary purpose is to
protect research participants’ rights and welfare. Under FDA regulations (21
CFR Parts 50 and 56), any research involving human subjects generally
requires IRB approval, unless an exemption applies.

Standard requirement:
Any clinical investigation involving a device that is intended for human use
and is not exempt must obtain IRB approval before initiation.

---



When Is IRB Approval Not Required?

While the default position is that IRB approval is necessary for clinical
investigations involving human subjects, specific exceptions exist under
federal regulations.

Research That Is Exempt from IRB Review

According to 45 CFR 46.104 and FDA regulations, certain categories of
research are exempt from IRB review, including:

- Research conducted in established or commonly accepted educational settings
involving normal educational practices.
- Research involving the use of educational tests, surveys, interviews, or
observation of public behavior, provided certain conditions are met.
- Research involving the collection or study of existing data, documents,
records, or specimens, if sources are publicly available or if the
information is recorded in a manner that subjects cannot be identified.

However, these exemptions generally pertain to social sciences or research
that does not involve active interventions or manipulations of human
subjects.

Research Under the FDA's Humanitarian Device
Exemption (HDE) Pathway

The use of devices under an HDE is subject to specific federal regulations.
The FDA typically requires that investigations involving investigational
devices, including those used in clinical trials, receive IRB approval to
ensure subject safety.

Exceptions for HDE-related investigations:
In some circumstances, the FDA’s regulations (21 CFR 812.35) specify that
certain device studies may be conducted without prior IRB approval if they
meet strict criteria, such as:

- The device is being used solely for patient management and not as part of a
formal research protocol.
- The investigation involves only a single patient or a very limited number
of patients.
- The investigation is conducted solely for the purpose of providing
treatment, not for data collection or research.

This is often referred to as “compassionate use” or “expanded access,” which
may not require IRB approval if the primary intent is treatment rather than
research.



---

Using a HUD in Clinical Investigations:
Regulatory and Ethical Considerations

The core question is whether a clinician can use a HUD—presumably an
investigational or modified device—in a clinical investigation to collect
data on an HDE without IRB approval.

Nature of the HUD: Investigational or Approved?

- If the HUD is an approved device:
When used within the scope of its approved indication, IRB review may not be
necessary. However, if the device is being used off-label or in a manner that
differs from approved indications, this may trigger regulatory oversight.

- If the HUD is investigational:
Use of an investigational HUD generally requires IRB approval, as it involves
research with human subjects to collect data on safety, performance, or
efficacy.

Data Collection and Research Intent

The intent behind using the HUD is critical:

- Clinical care with data collection:
If the clinician is using the HUD solely for patient management, with data
collection incidental and not the primary purpose, IRB approval may not be
required, provided the data collection does not constitute research under the
federal definition.

- Systematic investigation aiming to generate generalizable knowledge:
If the primary goal is to analyze data systematically to contribute to
scientific knowledge, this likely falls under research requiring IRB
oversight.

Legal and Ethical Implications

Conducting a clinical investigation without IRB approval, when required, can
have serious legal and ethical consequences:

- Legal risks:



Violations of FDA regulations can lead to penalties, including fines,
disqualification, or regulatory actions against the clinician or institution.

- Ethical risks:
Participants’ rights and welfare might be compromised if oversight is
lacking, raising concerns about informed consent, safety monitoring, and data
integrity.

---

Practical Guidance for Clinicians

Given the complex regulatory landscape, clinicians should:

1. Conduct a thorough assessment of whether their activity constitutes
research requiring IRB review.
2. Consult institutional policies; many hospitals and research institutions
have compliance offices or IRBs that provide guidance.
3. Determine the status of the HUD:
- Is it FDA-approved for the intended use?
- Is the use investigational or off-label?
4. Evaluate the purpose of data collection:
- Is it for routine clinical care or systematic research?
5. Seek IRB approval if necessary:
- Prepare a clear research protocol outlining objectives, methods, risks, and
benefits.
6. Document all approvals and communications to ensure compliance and protect
patient rights.

---

Summary and Recommendations

The question of whether a clinician may use a HUD without IRB approval during
a clinical investigation to collect data on an HDE hinges on multiple
factors, including the purpose of use, the investigational status of the
device, and the nature of data collection.

Key takeaways:

- Use of an approved HUD within its intended, approved indications generally
does not require IRB approval.
- Using an investigational HUD or employing it off-label in a systematic
investigation to generate data typically mandates IRB review.
- Data collection primarily for clinical care, without systematic research
intent, may fall outside IRB oversight, but this must be carefully evaluated.



- When in doubt, consultation with IRB and regulatory experts is essential to
ensure compliance.

Final note:
Balancing innovation with ethical and regulatory obligations is paramount.
Clinicians should prioritize patient safety, legal compliance, and scientific
integrity when incorporating HUD technologies into clinical investigations.

---

In conclusion, while there are circumstances under which a clinician might
use a HUD without IRB approval—particularly when the activity is considered
part of routine care—most systematic investigations aiming to produce
generalizable knowledge, especially related to an HDE, require IRB oversight.
Navigating this complex terrain demands careful consideration, adherence to
regulatory guidance, and proactive engagement with institutional review
processes to uphold the highest standards of ethical research and patient
safety.
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