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Slido

Slido is an easy-to-use Q&A and polling platform for live, 
remote, or hybrid meetings, events, and webinars.

We will be using this platform for all audience engagement 
during this event. Please keep an eye out for new polls and 
topics of discussion during the event.

Joining Slido:

• Go to Slido.com and enter #2556209

OR

• Scan this QR Code:



Meeting Logistics

3

Virtual Participants:

• Mute yourself when not speaking to support a distraction-free 
discussion space

All Participants:

• Use Slido for comments and questions

• Please turn your camera on to support a sense of community



Who We Are
The National Academy of Sciences, Engineering, and Medicine is a non-governmental, non-profit organization 
chartered by the US Congress in 1863 at the request of President Lincoln. We provide independent, objective 
advice to inform policy with evidence, spark progress and innovation, and confront challenging issues for the 
benefit of society.

What We Do
We marshal knowledge and expertise across disciplines to study complex and sometimes contentious issues, 
reach consensus based on the evidence, and identify the best path forward.

Learn more at nationalacademies.org/about



This webinar is hosted by The Roundtable on Science and Welfare of Animals in Research, and the 
Roundtable is supported by:

Statements, recommendations, and opinions expressed here today are those of individual presenters and participants and are not necessarily 
endorsed or verified by the National Academies. 

Discussions should not be construed as reflecting any group consensus.

Funding and Disclaimers

• Massachusetts Institute of Technology
• Medical College of Wisconsin
• NASA
• National Eye Institute
• National Institute of Allergy and Infectious Diseases
• National Institute of Environmental Health Sciences
• National Institute of Mental Health
• National Science Foundation
• NIH Blueprint for Neuroscience Research

• Novartis Pharmaceuticals Corporation
• Pfizer Inc.
• Purdue University
• U.S. Department of Agriculture - Animal and 

Plant Health Inspection Service
• U.S. Food and Drug Administration
• University of Michigan
• University of Pittsburgh
• University of Washington
• Wisconsin National Primate Research Center
• Yale University

• American Veterinary Medical Association
• Charles River Laboratories, Inc.
• US Department of Veterans Affairs
• Emory University
• GlaxoSmithKline
• Janssen Pharmaceutical Companies of 

Johnson and Johnson
• Massachusetts General Hospital



Sign up for the Roundtable mailing list!

Sign up to receive quarterly updates from The National 
Academies’ Roundtable on Science and Welfare of Animals 
Involved in Research.

Use the QR Code to access the website, or the URL below:
https://www.nationalacademies.org/our-work/roundtable-on-science-
and-welfare-of-animals-involved-in-research

Navigate to the right-hand side of the webpage to sign up!

https://www.nationalacademies.org/our-work/roundtable-on-science-and-welfare-of-animals-involved-in-research
https://www.nationalacademies.org/our-work/roundtable-on-science-and-welfare-of-animals-involved-in-research


CUSP IS LIVE! 
Compliance Unit Standard Procedures
FDP member institutions are invited to join. 
Email cusphelpdesk@thefdp.org.

Open to all institutions summer 2025.

Questions? Want to learn more? 
Join the CUSP Town Hall 
February 6, 2025 
10am PST/1pm EST

Register here 

Not sure if you’re 
an FDP Member? 

Check here 

mailto:cusphelpdesk@thefdp.org


Introductions

1. Ron Banks, IACUC Administrators Association Faculty 
and Consultant

2. Bill Greer, IACUC Administrators Association Faculty 
and the University of Michigan



Today’s Goals

1. Disclaimers
2. The Researcher
3. A Historical Review
4. “A Tale of Two Protocol Forms”
5. The UPT
6. What’s included and why



Disclaimers
1. I understand that I’ll likely never convince you to change your institution’s 

form, and that’s okay. My goal is simply to show you that the UPT can meet 
all regulatory requirements while maintaining compliance. At its core, a 
service unit like the IACUC should focus on serving researchers, allowing 
them to concentrate on conducting their research without unnecessary 
administrative burdens.

2. To truly appreciate this idea, I encourage you to think beyond the limitations 
of your current processes. Instead of focusing on why this approach might not 
work at your institution, consider how it could work to enhance efficiency, 
reduce complexity, and better align with the mission of supporting research."



Disclaimer
The UPT is not formally endorsed by any organization, including the 
IACUC Administrators Association, the Department of Defense (DoD), the 
Department of Veterans Affairs (VA), the Office of Laboratory Animal 
Welfare (OLAW), or the United States Department of Agriculture 
(USDA). Instead, it is a product of the IACUC administrative community, 
developed through collaborative efforts and discussions during IACUC 
Administrators Best Practice Meetings, Federal Demonstration Partnership 
Subcommittee Meetings, and working group meetings that regularly 
involved representatives from OLAW, the VA, and the USDA.



Final Disclaimer

The UPT, although developed with the idea of universal use, 
serves as a sample IACUC protocol form and represents a 
consensus-driven resource designed to meet the minimum 
regulatory requirements of both the AWARs and the PHS Policy. 
While not mandated or endorsed, the use of the UPT—such as 
by Great Eastern University—has been assessed to align with 
regulatory standards, ensuring compliance during reviews by 
those involved in its development.



Introducing Great Eastern University
Everything happens there!!

A fictitious institution, it doesn’t exist and nope I’ve never 
been there, but it is PHS Assured, Registered with the 

USDA and it’s even AAALAC Accredited.



The Researcher
Researchers are the ACUP primary stakeholders. Without researchers:

1. No protocols requiring compliance oversight.
2. No animals requiring veterinary care.
3. No need to ensure adherence to laws governing animal use.

These points highlight that the roles of compliance staff, veterinarians, and 
institutional administrators exist to support the research enterprise. Without 
researchers, these roles—and the ACUP itself—would not be necessary. 
Therefore, successful and efficient programs fostering a culture where 
researchers are fully engaged in program expectations and trusted 
collaborators in achieving shared goals.



The Researcher

By embracing this culture, we empower researchers to work alongside ACUP 
staff to operate a goal-oriented program that prioritizes animal welfare and 

wellbeing, while also facilitating impactful research. This research advances 
knowledge and contributes to the wellbeing of both humans and animals, 

underscoring the vital partnership between researchers and program stakeholders.



A Historical Prospective



It started with a thought!
1. Regulatory burden; not a barrier to innovation. Compliance and simplicity coexist seamlessly. 

2. A clear, concise, and intuitive protocol form. Easy to fill out, straightforward to review, and 
contains only the information needed for the IACUC to fulfill its duties.

3. The form has no regulatory gaps or compliance failures. The entire community (including 
researchers and regulators) is confident it effective and efficient and meets the requirements. 

4. Researchers focus on their science, administrators focus on facilitating ethical oversight, and 
together they achieve a balance where compliance is achieved, and progress thrives. 

5. It’s a dream—but one that can be made a reality, starting with a single, simple form.
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5. It’s a dream—but one that can be made a reality, starting with a single, simple form.



What are the benefits to be gained?
Several core values in adopting a common protocol template form. 

1. Ensures regulatory compliance and provides confidence that only the required information is collected. This 
consistency reassures both institutions and regulators that the form aligns with ethical and legal expectations.

2. A common form fosters collaboration between institutions. When organizations collaborate, they and their 
IACUCs know that they are using the same streamlined form for the protocol review and approval processes.

3. Using a standard form streamlines IACUC review by focusing solely on essential information, reducing 
regulatory burden and avoiding unnecessary requests for extraneous details.

4. It’s a balance model that meets regulatory requirements and minimizes administrative fatigue. 

5. It reflects the IACUC community’s commitment to supporting both research and ethical oversight in the most 
efficient and effective way possible.



Quick Introduction of the IAA 
and IACUC Administrators 

Best Practice Meetings 

We are in our 25th year!!





What is the IACUC Administrators Association?

• It serves as a "professional home" for IACUC Administrators

• Overall, IAA ensures well-rounded professional development opportunities for individuals at 
various stages of their careers in IACUC administration, equipping them with the expertise 
needed to effectively navigate the complexities of the field. It facilitates opportunities for 
administrators to network and communicate, discuss programmatic issues, and to discover, 
develop and implement successful plans/best practices.

• It serves as a hub for knowledge exchange and networking. Faculty focus on understanding 
applicable regulations, maintaining compliant animal care and use programs, and developing 
effective and efficient practices for program management.



IAA’s first attempt at an UPT; 
No Never! (2006-7ish)

Upon first consideration:

1. The IACUC administrative community explored the idea of developing a UPT that would be used across 
institutions, simplifying processes and fostering consistency. 

2. Institutions were deeply attached to their own forms. They were convinced that their unique research needs 
required equally unique protocols. 

3. This reluctance to look beyond their forms led the concept to fade, disappearing quietly with the sunset. 

4. As the community evolved and embraced a stronger spirit of collaboration, the idea of a UPT began to rise.

5. Strengthened by a shared vision and a renewed focus on reducing administrative burden, the community 
found itself ready to reimagine what was once deemed impossible, but an unconscious bias remained.



Reconsiderations…
1. All animal using institutions follow the same federal regulations, but the protocol forms 

used can differ significantly. 

2. A common misconception is that these differences are necessary because institutions have 
unique research portfolios—such as food and fiber studies or biomedical studies. 

3. The information required in a protocol is consistent across institutions because the 
regulations dictate the same core elements. For example: 

a. All must include a justification for the number of animals used (per the Animal Welfare Act and PHS Policy), 
b. A description of procedures to minimize pain and distress, and
c. Personnel qualifications and training (outlined in USDA regulations and OLAW guidance). 

4. Regardless of research focus, these foundational details are universal, demonstrating that 
protocol forms could be more standardized without compromising compliance.



The push that was needed
Statement on the Evolution of Federal Research Regulations

1. The debate over the balance between effective oversight and over-regulation in 
research compliance has spanned multiple presidential administrations. 

2. President Obama acknowledged growing concerns from the research 
community that the landscape of compliance was overly burdensome. 

3. In response, the 21st Century Cures Act was signed into law in December 
2016. This legislation aimed to accelerate medical innovation by reducing 
administrative barriers while maintaining ethical and regulatory standards.



Continued momentum

1. President Trump implemented the Cures Act, but he also introduced a bold policy requiring 
federal agencies to eliminate two regulations for every new one enacted. 

2. This "two-for-one" rule prioritized deregulation and aimed to regulatory requirements. 

3. This effort was designed to reduce administrative fatigue for researchers and compliance 
administrators, promoting efficiency while maintaining accountability.



All Aboard
Federal Interest with a little “Cures Act” arm twist…

1. The UPT initiative gained momentum caught attention of key federal agencies, including 
the USDA, and OLAW. 

2. These agencies saw that the UPT had the potential to minimize redundancy in submissions, 
improve clarity for researchers, and enhance oversight across institutions.

3. With the Cures Act, aiming to reduce administrative burden, emerging as a driving force. 
Federal agencies express interest in collaborating. 

4. A partnership with Federal Demonstration Partnership (FDP) was formalized, and a 
dedicated subcommittee was formed to formalize the UPT.



Development Through Collaboration
1. Through the FDP subcommittee the form was reanalyzed by IACUC administrators, 

researchers, federal representatives, and compliance experts. The desired goal was to 
further formalize the UPT. 

2. The team approached the process systematically. It was broken into core sections such as 
project justification, animal care details, and personnel qualifications. 

3. Some adjustments were made with an emphasis on clarity, usability, and flexibility.

4. Development was hindered by the unconscious bias that everyone on the development 
committee “still” believed their protocol form was the “one and only”.



UPT attention lessened…
1. President Biden shifted focus from aggressive deregulation and concentrated on other 

priorities, resulting in a diminished emphasis on the Cures Act.

2. FDP subcommittee members were unable to agree on an acceptable outcome and they 
insisted additional information was required. Finalizing the UPT was left to IAA.

3. Although the project did have federal involvement under the 21st Cures Act initiative 
without that pressure requirement federal agencies chose to withdraw from further 
development. They too have shifted the responsibility of finalizing the UPT to IAA.

4. Note: The federal 21st CCA committee has not had a change in mission or responsibility 
to carry out the initial congressional mandate under Section 2034(2) of the Act.  Although 
there may be less pressure on development of the UPT, the original directive to the federal 
partners is still in place and active.



Trump is back on the political stage …
1. The conversation of reducing regulatory burden is once again center stage. Trump is 

proposing that for every new regulation at least ten must be eliminated.

2. This announcement sparks both anticipation and uncertainty. While the potential for 
reducing administrative burden is significant, the challenge lies in ensuring that ethical 
standards and compliance frameworks remain robust amidst sweeping changes. 

3. The research community is bracing for what could be a transformative period of 
deregulation under Trump’s leadership, with the potential to profoundly reshape how 
research is conducted and governed in the United States.

The opportunity for the IACUC Administrative 
Community is still “Alive and Well”
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What does the UPT look like?



Let’s talk about the UPT
1. Standardized to collect the information needed to review and approve animal use activities. 

2. Designed to align with federal regulations ensuring compliance while minimizing complexity.

3. Streamline the submission and review process by including only the minimum information necessary: 
a. Project justification and objectives.
b. Description of procedures and methods to minimize animal pain and distress.
c. Animal species, numbers, and rationale for their use.

4. Designed for use across diverse research institutions.

5. Promotes consistency, reduces administrative burden, and facilitates collaboration. 

6. A common and thorough framework that ensures IACUCs operate "on the same page," enhancing both 
efficiency and regulatory confidence.



A Tale of Two IACUC Protocols: 
Balancing Perspectives in Research Compliance

1. It was the best of protocols; it was the worst of protocols.

2. Two contrasting approaches to IACUC protocol forms emerged, each 
driven by a shared goal: to uphold the ethical and regulatory standards 
of animal research.

3. Yet, their paths diverged dramatically in how they sought to achieve this 
balance.



The first: A Fortress of Over-Regulation
1. The first form was towering with detail, built with the unwavering belief that more is always 

better. Every possible question was asked, and every conceivable scenario was accounted 
for, ensuring compliance beyond a reasonable doubt.

2. Researchers faced a time-consuming process, navigating numerous pages to answer 
questions that seemed redundant or irrelevant. 

3. Administrators valued the thorough review, researchers were frustrated by time spent on 
compliance instead of science.

4. The IACUCs over-emphasis provided reassurance, addressing every risk and contingency. 
However, it came at a cost: researcher fatigue, strained relationships with stakeholders, and a 
system that, while safeguarding against criticism, hindered progress and collaboration.



The second: The Goldilocks Protocol?
1. The second form embraced a different philosophy—the Goldilocks Theory. It was "just 

right," containing only the essential regulatory information needed to ensure a thorough 
review without unnecessary complexity.

2. The form was streamlined, focusing on clarity and efficiency. It asked what was required by 
federal regulations and what was necessary for the IACUC to assess animal activities. 

3. Researchers valued the streamlined process, which let them focus more on their work while 
upholding compliance. The IACUC, with a more focused and efficient review, strengthened 
engagement with researchers and enhanced oversight.

4. This balance created an environment of trust and collaboration. The form wasn’t a barrier 
but a bridge—a tool that facilitated research while ensuring the ethical treatment of animals.



A Tale of Reflection
1. The forms represent more than just contrasting approaches—they symbolize a fundamental 

debate in research compliance. Is it better to overregulate and ensure absolute certainty at 
the cost of efficiency and goodwill? Or to aim for balance, acknowledging that regulatory 
compliance doesn’t have to be burdensome to be effective?

2. In the end, the tale of these two IACUC protocols serves as a reminder: the ideal lies not in 
extremes but in finding a middle ground where ethics, compliance, and research progress 
coexist. It challenges us to ask, "What is just right for us?" and to have the courage to 
embrace that answer.



For example,

Overregulate?
Describe the process of 
blood collection in mice. 
What route of collection 
will be used. Provide the 
volume to be collected 
and the frequency at 
which it would be 
collected.

The Goldilocks Theory?
Please check yes to 
provide assurance that 
the amount of blood 
collected will not exceed 
10% of the animal’s body 
weight over a two-week 
period. 

The Goal: 
1. Determine whether the procedure impacts animal welfare.
2. If so, has the impact been addressed.

Ways to satisfy the goal:
1. Include significant detail in the protocol and use it to decide.
2. Ask the PI to provide confirmation.



For example,

Overregulate?

Describe the process of 
blood collection in mice. 
What route of collection will 
be used. Provide the 
volume to be collected and 
the frequency at which it 
would be collected.

The Goldilocks Theory?

Please check yes to 
provide assurance that the 
amount of blood collected 
will not exceed 10% of the 
animal’s body weight over 

a two-week period. 



IAA starting point

OLAW Protocol Sample Template

 Based on a form used by the
  intramural NIH investigators

 Supplemented with information gathered from templates used 
by many different other institutions

Resource:  (https://olaw.nih.gov/resources/documents/animal-study-prop.htm)

As a further disclaimer note that the use of the OLAW 
sample animal study proposal is not required and is 

provided for the convenience of the IACUCs at Assured 
institutions.  Sections may be added, deleted, or modified 
to meet the needs of the individual programs.  This seems 

like an applicable statement for the UPT as well.



IAA starting point

OLAW Protocol Sample Template

 Based on a form used by the
  intramural NIH investigators

 Supplemented with information gathered from templates used 
by many different other institutions

Resource:  (https://olaw.nih.gov/resources/documents/animal-study-prop.htm)



What should the UPT look like?
1. Must be inclusive, but tailored to species 

most commonly used (i.e., mice and 
rats);

2. Only include information needed by the 
IACUC to conduct the review;

3. Provide as much information as possible 
to the PI (use check boxes); and

4. Keep it user friendly for all.



A Template for Rodents and One for Others!



UPT - The Word Format (about 20 pages)

Lots of “Check 
the Box”

Assurance 
Statements

Fill in the table

Check 
prescribed 
procedures



Researcher 
Demographics



PI Notice

Please be aware that there are potential civil and criminal penalties involved if someone 
gives false information to obtain monetary support from for example the National 
Institutes of Health. I hereby affirm that the information I have provided in this 
document is accurate and true to the best of my knowledge and belief. Please check yes, 
to provide confirmation.

 [ ] Yes [ ] No, Explain, <Text Box>

We must have the “trust the PI 
philosophy” but remind them that 

their protocol is a contract between 
them, the IACUC and the 

Institution.



PI Notice

Please be aware that there are potential civil and criminal penalties involved if someone 
gives false information to obtain monetary support from for example the National 
Institutes of Health. I hereby affirm that the information I have provided in this 
document is accurate and true to the best of my knowledge and belief. Please check yes, 
to provide confirmation.

 [ ] Yes [ ] No, Explain, <Text Box>



Assurance Statements



Personnel – Assurance Statement



Protocol and Grant Congruency

The IACUC doesn’t need this information to 
conduct its review.

 Some have a process through Sponsored 
Programs… 





Where are the animals?
Inspections need to occur…

Locations

The IACUC doesn’t need this information to 
conduct its review,

 but the administrators do to ensure they’re 
inspected… 



Where are the animals?
Inspections need to occur…



Objective And Rationale for Using Animals

Please check “yes” to provide assurance that the scope of the proposed animal activities will 
not unnecessarily duplicate previously conducted activities, and either be used to identify 
potential medical advancements that improve the health and wellbeing of humans and/or 
animals, used as a resource in educational endeavors, or used to advancement human 
knowledge for the good of society.  [ ] Yes  [ ] No, please explain

• IACUC Members: this question should always be answered yes.



Objective And Rationale for Using Animals

Please check “Yes” to provide assurance that as the PI you have considered the feasibly 
of using non-animal models (e.g., cell culture, isolated organ preparations, computer 
simulations, etc.) to achieve your research goals. In addition, your acknowledgment 
confirms that using living animals is essential to evaluate the hypothesis and determine 
the overall impact of the animal activities on a complete biological system.  
 
 [ ] Yes  [ ] No



Reminder and an Assurance

Also Training, 
and an “I 

understand”.



Reminder and an Assurance



Objective And Rationale for Using Animals

This question need not include anything more than the goal and a general description of the 
project.



Experimental Design



Minimum Number of Animals



Experimental Design



Animal Information

1. What will happen to the animals after the activities are completed (Check all that apply).

� The animals will be euthanatized according to the process described in this protocol

� The animals will be transferred to another approved protocol

� The animals will be made available for adoption

� Other (please describe)



Animal Housing
The living conditions that are appropriate for the species and contribute to the welfare and comfort of that species have 
been standardized in the Federal regulations.  These conditions include, for example, maintaining appropriate light 
cycles and environmental conditions; providing ongoing access to enrichment devices; changing cages on a regular basis; 
and using standard cages of the appropriate size.  Please check yes to confirm that animals under this study should be 
maintained according to the federally defined standards.
  
[  ] Yes        [ ] No, describe and justify the needed changes

Note:  Through this question, the PI confirms that the standard housing conditions should be used for all the research 
animals involved in the activities.  

IACUC members:  If someone checks “No” they should provide a research or medical reason for departing from the 
defined standards.



Animal Housing
The living conditions that are appropriate for the species and contribute to the welfare and comfort of that species have 
been standardized in the Federal regulations.  These conditions include, for example, maintaining appropriate light 
cycles and environmental conditions; providing ongoing access to enrichment devices; changing cages on a regular basis; 
and using standard cages of the appropriate size.  Please check yes to confirm that animals under this study should be 
maintained according to the federally defined standards.
  
[  ] Yes        [ ] No, describe and justify the needed changes

Note:  Through this question, the PI confirms that the standard housing conditions should be used for all the research 
animals involved in the activities.  

IACUC members:  If someone checks “No” they should provide a research or medical reason for departing from the 
defined standards.



Procedures



Common Procedures

Make it easy, we 
know what the 
IACUC wants.



Check the Box – “Build in Standardized Procedures”

 Adult mice or rats will be euthanized by gas (i.e., carbon dioxide or 
isoflurane) inhalation followed by one of the listed secondary physical 
methods (i.e., decapitation, bilateral pneumothorax, removal of a vital 
organ, cervical dislocation) of euthanasia.

 Up to 1% of body weight in blood (i.e., 1 ml of blood per 100 grams of body 
weight) may be collected from mice or rats in 14 days or less using either 
the lateral tail and/or saphenous vein, and/or by tail incision.

 A tail biopsy up to 5mm in length will be collected from a mouse or rat that 
is less than 21 days of age for genotyping.



Humane Endpoints?

 Visible Tumors:  A mouse will be euthanized if the diameter of a tumor 
exceeds 2cm, or if the tumor ulcerates greater than ½ its surface area, or the 
tumor develops in an area that impairs normal movement/physiologic 
behavior. 

 Visible Tumors:  A rat will be euthanized if the diameter of a tumor exceeds 
4cm, or if the tumor ulcerates greater than ½ its surface area, or the tumor 
develops in an area that impairs normal movement/physiologic behavior.



Surgical Procedures

Spell it out.



Surgery

No guessing or a 
chance to receive 

incomplete 
information



Minimize discomfort, pain…

Steps must be taken to avoid or minimize discomfort, pain and distress associated with the 
surgical procedure.  Please respond to the following information.

1. Please check yes to provide assurance that sterile ophthalmic 
ointment will be applied to each eye.

  [  ] Yes [  ] No,   please explain <Text Box>
2. Please check yes to provide assurance that thermoregulatory support 

will be provided, and the animal will be continuously monitored 
while under anesthesia.

  [  ] Yes [  ] No,   please explain <Text Box>

Include it if you must, but the argument can be made that 
this was taught during surgical training and all the IACUC 

needs to do is confirm they were/will be trained before 
performing the surgery.



Minimize discomfort, pain…

Steps must be taken to avoid or minimize discomfort, pain and distress associated with the 
surgical procedure.  Please respond to the following information.

1. Please check yes to provide assurance that sterile ophthalmic 
ointment will be applied to each eye.

  [  ] Yes [  ] No,   please explain <Text Box>
2. Please check yes to provide assurance that thermoregulatory support 

will be provided, and the animal will be continuously monitored 
while under anesthesia.

  [  ] Yes [  ] No,   please explain <Text Box>



Post Surgical Support



Surgery



Substance Administration

The Administrator 
can check with 

safety to verify, but 
it’s not the IACUC’s 

responsibility to 
assess the 
hazards.



Other “spelled out” procedures



Cannot catch everything.



Excel Version with Regulatory References is also available



Excel



Excel



UPT Form and Resources Available on a National Academies Website

Because the UPT Form is aligned with the needs of the 
community of researchers that care for and use animals,

the UPT Form and other resources such as:
• Webinar recording
• Slides

are available on a website hosted by the National Academies 
Roundtable on Science and Welfare of Animals Involved in 
Research.

Use the QR Code to access the website, or the URL below:
https://www.nationalacademies.org/event/44357_01-2025_advancing-
community-engagement-by-using-a-universal-protocol-template-upt
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