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Institutional Animal Care and Use Committee 
Rollins College 

 
POLICY STATEMENT:  Post-Approval Monitoring  
 
This policy defines the requirements and procedures of the Post Approval Monitoring (PAM) 
Program. 
 

I. The Function of a PAM 
A. The PAM Program provides the Institutional Official and the Institutional Animal 

Care and Use Committee (IACUC) with a method of assessing the status of approved 
animal use protocols and the opportunity to identify irregularities at the program or 
protocol levels and take corrective action before they become serious deficiencies or 
lapses in compliance. “The PAM process is critical to the long-term protection and 
integrity of the animal care and use program” (Silverman et al., 2014, p. 745). 

B. Protocols are approved for a maximum of three years. The IACUC uses a continuing 
review form (see Appendix) as part of an annual assessment of approved protocols.  

C. For the PAM program to be a functional component of the animal care and use 
program, it should meet the regulatory requirements as unobtrusively as possible. 

D. The regulatory agencies provide broad discretion to an institution to develop a PAM 
program that fits the individual institution's needs. A necessary part of achieving the 
right balance is giving the IACUC the ability to adjust the program parameters over 
time (see Approval and Maintenance below). 

E. The IACUC reviews approved protocols annually to confirm 
1. The status of the protocol (i.e., is it active) 
2. Compliance with regulations  
3. Adherence to the originally approved protocol  

F. An annual review of a protocol provides the Principal Investigator the opportunity to 
1. Request clarification regarding regulatory compliance 
2. Request a consultation with the Attending Veterinarian regarding 

procedures (i.e., “best practices”) 
3. Request changes to the approved protocol via the IACUC Administrator. 

a) See Policy Statement: Amendments to Animal Activities for additional 
information. 

G. Forms of PAM 
1. Comparative Review – a vital component of the PAM program involves a 

review of the approved protocol, animal usage, progress reports from the 
Principal Investigator, and any communications from Committee Members 
or the Principal Investigator regarding the approved protocol. The Principal 
Investigator completes a Continuing Review Form (see Appendix) annually. 
The IACUC Administrator maintains an archive of committee 
correspondence.  

2. Inspection Reports – a review of facility inspection reports prepared by the 
Attending Veterinarian  
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3. Procedure Observation – non-interfering observations of procedures. 
Observations are typically conducted when a discrepancy is found during a 
review. 

II. Authority 
A. Administration of the PAM program is overseen by the IACUC Administrator, who 

reports the program’s status directly to the Committee Chair.  
B. The Committee Chair may appoint additional committee members to assist with the 

review.  
C. The IACUC Administrator consults with content experts when needed (e.g., 

Attending Veterinarian, Campus Safety, etc.). 
D. The IACUC Administrator prepares an annual report (see Canvas site) and provides 

an executive summary at the next full committee meeting following the report’s 
completion.  

III. Procedure 
A. The IACUC Administrator compiles a list of active protocols.  
B. A continuing Review Form is populated with information taken from the approved 

protocol and emailed along with a copy of the original protocol to the Principal 
Investigator.  

C. The Continuing Review form consists of an instruction sheet and a two-page review 
form. 

1. If the protocol was used during the review cycle, the Principal Investigator 
confirms the accuracy of the pre-populated information and adds in any 
additional details on the first page (e.g., dates of when the protocol was 
used), and writes a progress report on the second page. Then the Principal 
Investigator types or signs their name and includes the date on the indicated 
line.  

2. If the protocol was not used during the review cycle, the Principal 
Investigator confirms the accuracy of the pre-populated information, checks 
“no” to the question regarding if the protocol was used during the review 
cycle, and types or signs their name and includes the date on the indicated 
line.  

D. The Principal Investigator emails the completed form to iacuc@rollins.edu. 
E. The IACUC Administrator and any other assigned committee members review the 

information and may contact the Principal Investigator to request clarification or 
request additional information before writing the annual report.  

IV. Deadlines 
A. The IACUC Administrator emails Principal Investigators the PAM materials during 

the summer. Included in the email is a notice regarding when the completed form(s) 
are due back. 

1. Completed forms are due back within two weeks of receipt of the PAM 
materials.  

2. The IACUC Administrator sends out “past due” reminder emails after this 
two-week window has passed.  

B. Included in the original and past due emails is a note stating: “After 30 days from 
initial notice, any protocols without a completed continuing review form will be 
placed on inactive status until the IACUC has completed the post-approval review.”  
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C. The IACUC Administrator will notify the Committee Chair of any protocols that are 
30 days or more past due. The IACUC will make a reasonable effort to contact the 
Principal Investigator to prevent their protocol from falling into inactive status as a 
result of not completing the continuing review form. An extension may be granted for 
extenuating circumstances (e.g., family or medical emergencies, etc.)  

D. Inactive protocols will be discussed at the next full committee meeting, and 
committee members may call for a vote to suspend the protocol.  

E. If there is an immediate concern for the safety of the research subjects or to those 
working with them, the Attending Veterinarian has the authority to temporarily 
suspend a protocol until a full committee meeting can be convened.  

1. See the Policy Statement on the Suspension of Animal Activities for details.  
 

 
APPROVAL AND MAINTENANCE:  

 
1. An IACUC policy must be approved before the first meeting at which it is to be used.  
2. The above policy will be reviewed annually by the committee at a properly convened 

meeting, typically at the first meeting of the academic year.  
3. The above policy statement must be documented in the IACUC’s permanent records as 

having been established by unanimous agreement of all primary voting members (see 
signature page).  

4. The policy stated above is to be included in the institution’s assurance document on file 
with the Office of Laboratory Animal Welfare.  
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Protocol Approval vs. Post Approval Monitoring 

Protocols are approved for a maximum of 3 years. The IACUC uses the Continuing Review 
Form as part of the committee’s monitoring of approved protocols. 

The Continuing Review Form cannot be used to renew an expired protocol. A new protocol form 
will need to be submitted for review by the IACUC. Be sure to include the most recent version of 
any required permits with the protocol submission.

Note: A copy of the USDA Pain Categories with Examples is attached for reference. 

Continuing Review Form Instructions 

IACUC Continuing Review Forms are due back to the IACUC Administrator (via email) within 
two weeks of receiving the forms. 

Note: After 30 days from initial notice, any protocols without a completed continuing 
review form will be placed on inactive status until the IACUC has completed the post-
approval review. 

Instructions: Please review the attached Continuing Review Form. 
1. Protocol Information - Review the information for accuracy. Make any needed edits and 

add any missing information using the supplied text fields.
2. Protocol Activity - Was the activity as described in the approved protocol used during this 

review cycle? Check Yes or No. If yes, input the window of time (start & end dates) the 
protocol was used during the review cycle in the supplied text fields. 

3. Protocol Status - Before a protocol’s expiration, the Continuing Review Form provides you, 
the principal investigator, with the opportunity to update the Committee on this project’s 
status. For protocols that have not yet started or are in progress, you request a continuance 
by selecting “Active.”   If the project is finished, you request termination by selecting one of 
the following options: (1) Inactive, never initiated; (2) Completed.  The protocol will be 
terminated even if the protocol has not yet expired. A new protocol form will need to be 
submitted for committee review if you wish to conduct this, now terminated, project again. 

4. If the protocol was active during this review period, please complete the Progress Report on 
page 2.

5. Sign the form by typing your name and date at the bottom of the last page, or you may insert 
an electronic signature.  

6. Email the completed form(s) to iacuc@rollins.edu 

mailto:iacuc@rollins.edu


USDA Pain Category Examples 

The USDA requires that all animals used under an IACUC protocol must be assigned to a category 
of pain.  These categories are explicitly described by the USDA according to the following criteria 
and examples. 

Classification B: Includes animals that are used solely for breeding.  

Examples: 
• Breeding stock of in-house breeding colonies. 
• Purchased time-pregnant females used to produce offspring for studies of neonates. 

 
 

Classification C:  Includes the use of animals in procedures involving no pain or distress. 
 

Examples: 
• Select procedures performed correctly by trained personnel such as the intravenous (I.V.), subcutantous (S.C.), 

intramuscular (I.M.), or intraperitoneal (I.P.) administration of physiologic and non-irritating electrolytes/fluids, 
administration of oral medication, blood collection from a common peripheral vein per standard veterinary practice 
or catheterization of same, standard radiography, or tattooing.   This does not include intracardiac or intrathecal 
injections or collection. 

• Euthanasia performed in accordance with the recommendations of the most recent AVMA Panel on Euthanasia, 
utilizing procedures that produce rapid unconsciousness and subsequent humane death (i.e., for tissue or body fluids 
collection after death).  

• Manual restraint that is no longer than would be required for a simple exam; short period of chair restraint for an 
adapted nonhuman primate.  

• Display protocols. 
• Rabbit antibody production performed using an ASU SOP and polyclonal antibody production, but NOT including a 

terminal bleed.  If a terminal bleed is done under general anesthesia, then it is a Classification D. 
• In vivo subcutaneous propagation of a tumor that is not expected to ulcerate, metastasize, or result in spontaneous 

death.  Tumor size not to exceed 3 cc (measured using the formula V=ab2). 
• Procedures involving administration of an anesthetic, analgesic, or tranquilizing drug to an animal for short term 

restraint purposes to perform a procedure that involves no pain or distress. 
• Toe-clipping or tail-clipping of mammals prior to 21 days of age. 
• Toe-clipping or tail-clipping of ectotherms less than 40g in body mass. 

 

Classification D:  Alleviated pain. Animals used in procedures that could cause pain or distress 
but appropriate anesthetic, analgesic, or tranquilizing drugs are used. 

Examples: 
• Surgical procedures conducted by trained personnel in accordance with standard veterinary practice including but 

not limited to biopsy, gonadectomy, exposure of blood vessels (“cut down”), craniotomy, laparotomy, laparoscopy, 
and chronic implantation of a catheter, mini-pump, or other foreign body (regardless of whether the procedure is 
survival or terminal). 

• Injection or blood collection by relatively invasive routes such as intracardiac, central vessel, or periorbital sites 
while under anesthesia. 

• Exsanguination/terminal bleeds while under general anesthesia followed by an IACUC-approved secondary method.  
This includes most rabbits used for antibody production performed under ASU SOP because the rabbits are 
normally terminally bled under general anesthesia at the end of the project.  

• Perfusion under anesthesia. 
• Administration of drugs, chemicals, toxins, or organisms that would be expected to produce pain or distress but 

which will be alleviated by anesthetics or analgesics.  
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Classification E: Unalleviated pain.  Includes the use of animals in procedures that involve 
pain or distress but the use of appropriate anesthetic or analgesic would have an adverse 
effect. 

Examples: 
• Procedures producing pain or distress unrelieved by analgesics such as toxicity studies, microbial virulence testing, 

radiation sickness, and research utilizing stress, shock, or pain.  
• Surgical and post-surgical sequela from invasion of body cavities, orthopedic procedures, dentistry or other hard or 

soft tissue damage that produces unrelieved pain or distress.  
• Negative conditioning that would cause pain or severe stress in humans. 
• In-vivo propagation of tumor that is expected to result in ulceration, metastasis, and/or result in spontaneous death.  

Irrespective of above considerations, tumor size exceeding 3 cc (measured using the formula V=ab2). 
• Death as an endpoint. 

 
 
 
USDA Examples from 2006 Report Information: 
 
1. An animal experiences unexpected pain due to the research procedures, during the course of a study.  The pain is 

recognized and treated with appropriate analgesic in a timely manner. 
Answer:  Report in Column D 

 
2. An animal experiences unexpected pain due to a research procedure but when the pain is recognized, the investigator 

determines that analgesics, anesthetics or tranquilizers would adversely affect the study. 
Answer:  Report in Column E 

 
3. An animal is unexpectedly found dead in the cage during the course of a study.  The animal had been monitored 

appropriately and there were no pre or postmortem sign of pain or distress.  The animal had not experienced pain as 
part of the study prior to its death. 
Answer:  Report in Column C 

 
4. An animal experiences unexpected pain or distress due to the research procedures during the course of a study.  The 

pain is recognized and the animal is euthanized in a timely manner. 
Answer:  Report in Column D 

 
5. An animal accidentally becomes caught in a cage and experiences pain and distress which are completely unrelated to 

the study.  The injuries are treated and appropriate analgesia is provided. 
Answer:  This animal should be reported in the pain category appropriate to its experiences in the study.  The accident 
does not affect the reporting category.  If the animal did not experience any pain or distress as part of the approved 
study it would be reported in Column C. 

 
6. An animal develops an ear infection and experiences pain or distress entirely unrelated to the study.  Analgesics, 

anesthetics or tranquilizers would adversely affect the study so the animal is treated with palliative husbandry 
methods. 
Answer:  This is a tough one and does not fit easily into any of the classifications.  Because the pain relief must be 
withheld due to the study, even though the pain is not caused by a research procedure, report this animal in Column E 
and provide a justification for not providing pain relieving analgesics. 

 
 
 



Rollins College Institutional Animal Care and Use Committee
Continuing Review Form

Protocol Information 

IACUC #   Title Approved / Expires

Principal Investigator                 E-Mail Phone

Protocol Activity

Was this protocol used during the review cycle (                           )?   [   ]  Yes         [   ]  No
If yes,  Start Date:________ End Date:________

Protocol Status 

Request Continuance:  [   ] Active

Request Termination:    [   ] Inactive/never initiated [   ] Completed 

Record of Animal Use 

Additional Details  

Funding Source:_________________________

   USDA Pain Category                                          Nature of the Protocol/Study
(Check [X] appropriate item)                                   (Check [X] all applicable items)                                

[   ]   B
[   ]   C
[   ]   D
[   ]   E

[   ] Survival (Chronic) Study
[   ] Prolonged Restraint
[   ] Inducement of a Disease State
[   ] Terminal (Acute) Study
[   ]  Neuromuscular Blockers

[   ] Inducement of Behavioral Stress
[   ] Multiple Surgeries
[   ] Antibody Production
[   ] Blood/Tissue Collection
[   ] Transgenic Breeding

Species Total # Approved # Used this Year

Updated 7/25/18



Progress Report 

Use the space provided below to answer the following:
- Provide a brief update on the progress made in achieving the specific aims of the protocol.
- Describe any unanticipated adverse events, morbidity or mortality, the cause(s), if known, and how 

these problems were resolved. If none, this should be indicated. 
- Have there been any personnel/staff changes since the last IACUC approval was granted?
- Alternatives to the use of animals should be considered and used when possible.  Since the last IACUC 

approval, have alternatives to the use of animals become available that could be submitted to achieve 
your specific project aims?

- For projects involving USDA Pain Category D or Category E,  have alternatives which are potentially 
less painful or distressful become available that could be used to achieve your specific aims?

- Activities involving animals must not unnecessarily duplicate previous experiments. Provide written 
assurance that the activities of this project remain in compliance with the requirement that there 
must be no unnecessary duplication. 

- Are any changes planned? Provide a full description and justification for the proposed changes. 

____________________________________________________________________________________
Signature of the Principal Investigator Date

Updated 7/25/18


