








ACORP Main Body (Ver. 4) 

Signatures 

Last Name of Pl►

Protocol No. Assigned by the IACUC►

Official Date of Approval► 08 
Continuing Review Approved ► 07/30/2015 

The signatures of the IACUC Chair and the Attending Veterinarian representing the VA, below, certify that 
the IACUC of the affiliate institution identified above, serving as the IACUC of Record for the VA station 
identified above, has voted that: 

(1) the affiliate's animal use form provides the information required by the ACORP as shown in the
Mapping Table above, and
(2) the IACUC will review (and approve if compliant with regulatory requirements) any VA appendix that
is required by the Office of the CVMO and is therefore identified in the Mapping Table to cover items that
are required in the ACORP but are not included in the affiliate's form.

Name of Attending Veterinarian 

for the VA 

, PhD 

Signature 

Signature 

Date 

7/30/2015 

Date 

7/30/2015 

The signature of the CVMO below certifies that the affiliate's animal use form and any VA appendix 
identified in the Mapping Table above are acceptable for animal use protocols to be submitted for JIT 
processing required for release of VA funding support. 

Name of the CVMO Signature Date 



Date: 
From: 
To: 
Subject 
Title: 
Species 
VA R&D Project #: 
CC: 
IACUC Initial Approval Date: 
Annual IACUC Approval Date: 
3-year expiration Date:

DEPARTMENT OF VETERANS AFFAIRS 

VA San Diego Healthcare System-664 

3350 La Jolla Village Dr. 

San Diego, CA 92161 

Institutional Animal Care and Use Committee 

07/30/2015 
Institutional Animal Care and Use Committee
........ ,MD,PhD 
�ewal of-- Animal Use Protocol 
Contusion Injury as a Mo�inal Cord Injury -
Rhesus Macaque 

-a-�elopment Committee
08/16/2013 

08/16/2015 

08/15/2016 

The VASDHS Institutional Animal Care and Use Committee (IACUC) has reviewed and approved your 
renewal to- Animal Use Protocol ,.... used in VA-supported studies. Based on the date of 
original app�16/2013), your protocorisreiie'wed until 08/15/2016, when the next VA continuing review
is required. This is your official approval letter from the VASDHS IACUC; please maintain a copy with your
protocol. 

It is your responsibility as Principal Investigator to ensure that all members of your laboratory staff have a copy 
of the protocol and that they understand their individual responsibilities. Your signature on the protocol renewal
application indicates that you understand and will comply with all VASDHS policies and procedures related to
animal use. 

Thank you for your cooperation in complying with federal regulations pertaining to the care and use of
laboratory animals . 

..... PhD 
�tional Animal Care and Use Committee
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Investigator's Assurance For the Humane Care and Use of Animals Used in Research, Teaching 
and Training 

1. I agree to abide by PHS Policy, USDA Regulations, VHA policies for the care and use of animals, the
provisions of the ILAR Guide to the Care and Use of Laboratory Animals, and all other federal, state,
and local laws and regulations governing the use of animals in research.

2. I understand that emergency veterinary care will be administered to animals showing evidence of pain
or illness, in addition to routine veterinary care as prescribed for individual species. I understand that it
is my responsibility to provide current and updated emergency contact information for personnel who
must be contacted in an animal emergency. I understand that any unanticipated pain or distress must
be reported to the veterinarian or his/her designee.

3. I assure that I have consulted a veterinarian in the preparation of this proposal, if it includes procedures
that could cause pain and distress to a vertebrate animal.

4. I declare that all experiments involving live animals will be performed under my supervision or that of
another qualified biomedical scientist listed on this protocol.

5. I certify that all personnel having direct animal contact, including myself, have been trained in humane
and scientifically acceptable procedures in animal handling, administration of anesthetics, analgesics,
and euthanasia to be used in this project.

6. I certify that all personnel in this project will attend Orientation to Animal Research and all mandatory
classes as determined by each individual’s Personnel Qualifications Form.

7. I understand that the use of hazardous agents in animals may only be initiated after approval from SRS
and I am responsible for complying with all safety related information stated under Appendix 3 of the
protocol and associated Safety Survey.

8. I certify that all personnel working on this protocol will be given the opportunity to participate in the
Medical Surveillance Monitoring Program. All personnel on this protocol will be made aware of the
hazards involving the use of live animals and tissues.

9. I understand that I must submit a modification for any proposed changes to this protocol and wait for
IACUC approval before beginning the work.

10. I understand that should I use the project described in this application as a basis for a proposal for
funding (either extramural or intramural), it is my responsibility to ensure that the description of animal
use in such funding proposals are identical in principle to that contained in this application.

11. I understand it is the responsibility of the Principal Investigator to ensure the safe and ethical conduct of
all research conducted under this protocol, and to assure that all research is carried out following
federal, state, local, and VA policies governing animal research.
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Uploaded File(s):
No Files Found.
2. Justification for Proposed Changes:
Add 4th Group
Opening the dura enables greater visualization of the midline of the spinal cord, which will provide greater 
consistency of injury across animals. The group of two pilot animals with an intermediate survival period is 
proposed in order to determine how opening the dura will affect:

1. the biomechanical readout from the electronic contusion device at the time of injury,
2. the behavioral recovery of the animal (which is currently well predicted by the biomechanical readouts), 

and 
3. the histological readouts of the lesion

We need the pilot animals to survive longer than 48 hours in order to collect sufficient behavioral data; 
however, survival past 10 weeks will likely not be substantially more informative. As such, we request the 
intermediate survival time of 5-10 weeks. If this procedure produces more consistent injuries, we would like to 
remove the dura on future contusion procedures performed on animals enrolled in other groups on this 
protocol. 

Expand Blood Collection
The collection of blood at these additional time points will enable us to better characterize the immunological 
response to spinal cord contusion injury. 

3. Potential Adverse Effects:
Add 4th Group
Our research group routinely opens the dura for other procedures described on this and other protocols (e.g. 
hemisection, delivery of stem cells, injection of treatments into the cord) without incident and do not anticipate 
problems with this procedure. If a blood vessel on the surface of the cord is damaged during the impact, 
application of gelfoam with light pressure will be used to stop bleeding, and then dural closure will commence. 

Expand Blood Collection
No additional adverse effects are expected beyond those described in the parent protocol. 

4. Additional Animals:
We are adding a 4th group of animals, n = 2. We request 2 additional animals be added to this protocol. 

5. Justification for Additional Animals:
This is a pilot study. Two subjects will be sufficient for us to determine the effect of opening the dura on our 
biomechanical, behavioral, and histological outcomes. 

of 2IACUC Approved Protocol Amendments
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A. Certifications.  Signatures are required here for any ACORP that is to be submitted to VA 
Central Office in support of an application for VA funding.  Include the typed names and 
dated signatures as shown below for the Main Body of the ACORP and for each of the 
Appendices that apply to this protocol. Do NOT include signatures for, or attach, any 
appendices that do NOT apply. 
 
1. Main Body of the ACORP. 

 
a. Certification by Principal Investigator(s): 

I certify that, to the best of my knowledge, the information provided in this ACORP is 
complete and accurate, and the work will be performed as described here and 
approved by the IACUC.  I understand that IACUC approval must be renewed at 
least annually, and that the IACUC must perform a complete de novo review of the 
protocol at least every three years, if work is to continue without interruption.  I 
understand further that I am responsible for providing the information required by the 
IACUC for these annual and triennial reviews, allowing sufficient time for the IACUC 
to perform the reviews before the renewal dates, and that I may be required to 
complete a newer version of the ACORP that requests additional information, at the 
time of each triennial review. 
 
I understand that further IACUC approval must be secured before any of the 
following may be implemented:   

 
• Use of additional animal species, numbers of animals, or numbers of procedures 

performed on individual animals;   
• Changing any procedure in any way that has the potential to increase the 

pain/distress category to which the animals should be assigned, or that might 
otherwise be considered a significant change from the approved protocol;  

• Performing any additional procedures not already described in this ACORP; 
• Use of any of these animals on other protocols, or by other investigators. 

 
I further certify that: 
 
• No personnel will perform any animal procedures on this protocol until the IACUC 

has confirmed that they are adequately trained and qualified, enrolled in an 
acceptable Occupational Health and Safety Program, and meet all other criteria 
required by the IACUC.  When new or additional personnel are to work with the 
animals on this protocol, I will provide this information to the IACUC for 
confirmation before they begin work;  

• I will provide my after-hours contact information to the animal care staff for use in 
case of emergency.   

 
Name(s) of Principal 

Investigator(s) Signature Date 

, MD, PhD 
 

7/30/15 
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ahead of time to follow the SOPs to minimize the risks of exposure.  
 

Name(s) of Principal Investigator(s) Signature(s) Date 

, MD, PhD 
 

7/30/15 

Name of Institutional Veterinarian Signature Date 

, DVM, DACLAM  7/30/2015 

Name of IACUC Vice-Chair Signature Date 

, PhD 
 

7/30/2015 

 

b. Certification by Biosafety Official.  I certify that:  

• Each agent to be administered to animals on this protocol has been properly 
identified in Item 1 of Appendix 3 as to whether it is “toxic”, “infectious”,  
“biological”, or “contains recombinant nucleic acid”; 

• The use of each of the agents thus identified as “toxic”, “infectious”, or  
“biological”, or “contains recombinant nucleic acid” is further documented as 
required in Items 4, 5, 6, and/or 8, as applicable, and in Item 10.a of Appendix 3; 

• The use of each of these agents has been approved by the appropriate 
committee(s) or official(s), as shown in Item 10.a of Appendix 3. 

 

Name of the Biosafety Officer, or 
of the Chair of the Research 

Safety or Biosafety Committee 
Signature Date 

 
 

7/30/2015 

 

c. Certification by Radiation Safety Official.  I certify that:  

• Each agent to be administered to animals on this protocol has been properly 
identified in Item 1 of Appendix 3 as to whether it is “radioactive”; 

• The use of each radioactive agent is further documented as required in Items 7 
and 10.a of Appendix 3; 
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(cont.) 

Secondary Just-In-Time ACORP Review 
 

PI STATION CYCLE APPLICATION TITLE 

 

 

San Diego, 

CA-664 

MERIT/Summer 

2014 

The VA Gordon Mansfield SCI Consortium 

NHP protocol  

 

 SCORE DESCRIPTION ACTION NEEDED BY IACUC 

○ 0 

No concerns noted.  

Any comments 

provided are for 

information only.  

None. No further correspondence with the CVMO is 

needed; the ACORP(s) is(are) cleared and represent(s) no 

bar to funding the application. 

● 1 
Some concerns 

noted.  

The IACUC must review the level 1 concerns listed below 

and decide what response is needed.  This action must be 

documented in the IACUC minutes and the changes 

required by the IACUC must be incorporated into the 

ACORP(s). 

No further correspondence with the CVMO is needed; 

the ACORP(s) is(are) cleared and represent(s) no bar to 

funding the application.   

○ 2 

Concerns are noted 

that must be 

addressed by the 

local IACUC and PI 

before funding can 

occur, but work 

described in the 

ACORP(s) may 

continue. 

A response to each of the level 2 concerns noted below 

must be reviewed and cleared by the CVMO before 

funding can be released.  Upload the following at 

https://vaww.gateway.research.va.gov: 

(1) a memo addressing the concerns, dated and signed by 

the PI, veterinarian, and IACUC Chair; and  

(2) (a) revised ACORP(s) approved by the IACUC.  

The IACUC must review each of the level 1 concerns 

listed and decide what response is needed.  This action 

must be documented in the IACUC minutes and the 

changes required by the IACUC must be incorporated 

into the ACORP(s).  

○ 3 

Significant concerns 

are noted that must 

be addressed by the 

local IACUC and PI 

before funding can 

occur, and work 

described in the 

ACORP(s) listed 

below must cease 

immediately.   

A response to each of the level 3 concerns listed below 

must be reviewed and cleared by the CVMO before work 

can resume and funding can be released.  (If unusual 

circumstances dictate that work should continue despite 

concerns, notify the CVMO immediately.)   

A response to each of the level 2 concerns noted below 

must be reviewed and cleared by the CVMO before 

funding can be released.   

For level 2 and 3 concerns, upload the following at 

https://vaww.gateway.research.va.gov :   

(1) a memo addressing the concerns, signed by the PI, 

veterinarian, and IACUC Chair; and  

(2) (a) revised ACORP(s) approved by the IACUC. 

The IACUC must review each of the level 1 concerns 

listed and decide what response is needed.  This action 

must be documented in the IACUC minutes and the 

changes required by the IACUC must be incorporated 

into the ACORP(s).  



(cont.) 

 

 

The ACORP for Dr.  has received an overall score of 1, which means that it is cleared and 

represents no bar to funding the application, although some concerns were raised, as shown below.   

 

Please note that a separate score is shown for each of the individual concerns (shown in parentheses 

under the Item number to which each of the individual concerns refers), to assist you in interpreting 

the review.  An explanation of each of the levels of concern is shown above, in the chart on the 

previous page.  The IACUC must review each of the level 1 concerns listed and decide what 

response is needed.  This action must be documented in the IACUC minutes, and the changes 

required by the IACUC must be incorporated into the ACORP, but no further correspondence with 

the CVMO is needed.  

 

In case of questions about this review, please contact Dr. , Assistant Chief 

Veterinary Medical Officer at  or . 

 

REVIEWER FEEDBACK 
 

ACORP Item 

number(s) 

(score) 

Comments/Concerns 

ACORP 

(NHP) 

This protocol uses rhesus monkeys to develop a reproducible contusion 

model of spinal cord injury and understand the effects of this type of 

injury.   The investigator and his team are commended for his efforts to 

reduce the number of animals used in the proposed study.  Some concerns 

were identified. 

Items 7 and 15 

(1) 

The investigator states that the spinal cord injury will affect the monkey’s 

daily activity immediately post surgery. During the first week, they may 

be able to make rudimentary movements and may recover the ability to 

locomote in time.  The nursing care for these monkey is challenging and 

the investigator has provided detailed information about many aspects of 

the care plan; however, some aspects  need to be clarified: 

 During the first week after surgery, please elaborate on the 

rudimentary movements the monkey can likely make. 

 The investigator indicates that after surgery the monkey is turned 

every 2-4 hours between 6am and 10pm by trained staff.   By 

what means is this accomplished?  

 How does the monkey access food and water during the first week 

after hemi-section surgery? 

 How is skin care managed to prevent fecal soiling and urine 

scalding?  

 How is it determined that monkey has recovered enough function 

to advance to the open-field cage training? 

 Is the open-field cage training continuously supervised by trained 

staff members who could intervene if necessary? 

 

Items 13, 14 and 

Appendix C 

(1) 

Item 13- table f) study groups and numbers table indicates three 

experimental groups, with Group 1 surviving 48 hours and Group 2 and 3 

surviving 6 months. Item 14.8 Terminal Procedures Under Anesthesia 



(cont.) 

 

 

states that survival time is 12 months but Appendix C indicates that 

monkeys are exempted from social, food, and cage enrichment for 36 

months.  It would be helpful to the understanding of this protocol to 

include a flowchart with a timeline (including the survival time for each 

group) that indicates all the procedures and manipulations that an 

individual monkey of a given experimental group may undergo.  Please 

reconcile. 

Item 14 

(1) 

 

 

In regard to treadmill training and locomotion, the length of treadmill 

walking varies from 15-45 minutes per session.   Will the treadmill 

walking be stopped if the monkey appears to be tired?   Will the treadmill 

stop automatically if the monkey falls?   Are the animal’s tarsal and 

plantar pads checked for injury before and after each treadmill session? 

 

When are the skin sutures removed from healed incisions? 

Amendment 

(add  stem cell 

treatment) 

(1) 

The stem cell treatment description lacks sufficient detail.  The 

amendment should stand alone, please fully describe “NeuralStem” stem 

cells or UCSF4 stem cells procedure.  Appendices 3 and 5 of the VA 

ACORP form may be used as a template to ensure the procedure is 

adequately described. 

 

 Monkeys that undergo immunosuppression will receive three drugs (i.e. 

tacrolimus, mycophenolate mofetil, and prednisone) simultaneously; is 

that correct?  

 

 

In regard to percutaneous endoscopic gastrostomy (PEG) tube placement, 

the investigator notes that even when properly placed, approximately 10-

20% become displaced.   The investigator notes that if a PEG tube leaks, 

a different internal bumper will be used or an alternate method using a 

NHP jacket will be used.   On average how many PEG tube surgeries or 

alternative procedures does an individual monkey undergo? 

Amendment (add 

gadolinium to MRI 

procedures) 

(1) 

Would Magnevist/gadolinium contrast agent be administered every time 

an MRI procedure is performed?  Presumably, an IV catheter will be 

placed; please address and elaborate further on the contrast agent 

administration. 

 

Are animal pretreated with any of the medications listed 

(metoclopramide, maropitant, ondansetron, or diphenhydramine) to 

possibly offset the risk of adverse reactions? 

Amendment 

(modifications to 

diet, 

immunosuppression, 

and PEG Procedure) 

(1) 

The investigator indicates that some monkeys may require reduced chow 

for behavioral testing purposes; when utilized, restriction will apparently 

be specific to each monkey.   The brief description suggests the monkey 

is being food restricted to encourage the animal to work harder to receive 

food rewards during testing.  If this is the case, the investigator needs to 

provide more detailed information, such as the percentage that an 

individual animal’s food will be reduced by (e.g. 10%?), how long the 

food restriction will be in place, and the monitoring plan to ensure 

adequate nutrition and body weight.  Note: the Guide (pg. 31) states 

“Body weights should be recorded at least weekly and more often for 

animals requiring greater restrictions (NRC 2003b).”   Please address. 



(cont.) 

  

  

  

  

  

  

 




