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IACUC Training Exercise #2 - 2017
The following exercise may be useful in stimulating discussion regarding compliance with PHS Policy and VA Handbook 1200.07. To facilitate discussion, pages 1-2 of the exercise may be distributed to the IACUC members prior to a meeting.  After a few minutes of discussion about the exercise during the meeting, the remainder of the exercise may be distributed to provide ideas for the committee’s consideration.  

Tony, the VMU Supervisor, and Ann Marie, IACUC Coordinator, are working together to complete and submit the Hometown VA’s USDA Annual Report prior to December 1st.  Tony has gathered the Veterinary Medical Unit (VMU) records pertaining to procurement, room log inventory, and veterinary care for each USDA regulated species maintained by the Hometown VA from October 1st to September 30th.   Ann Marie has pulled the protocols for USDA regulated species. The information that Tony and Ann Marie used to complete the USDA Annual report data is shown below:
	Species
	VMU Records (Tony)
	IACUC Protocol (Ann Marie)

	Dogs
	10 

(all dogs were received in the previous fiscal year and  listed on the previous year’s annual report)
	During the previous federal fiscal year (year 1 of a two year study), diabetes mellitus was surgically induced in 10 dogs; blood samples were collected monthly to monitor blood glucose and insulin levels.  In this fiscal year (year 2) all dogs underwent surgery to implant an artificial pancreas.  After recovery from surgery, blood samples were collected monthly to monitor glucose and insulin levels.

	Ferrets
	20
 (all received in the reporting fiscal year; 18 euthanized by investigator, according to protocol; 2 have not undergone any experimental procedures)
	Ferrets were used for an influenza vaccine study, high mortality may occur, so well-defined humane endpoints were established and supportive care and analgesics were provided as required in the protocol.

	Guinea Pigs
	80
 (all were purchased and/or bred during the reporting fiscal year; 10 male breeders, 10 female breeders, 30 male progeny, and 30 female progeny)
	Breeding colony, 10 breeding pairs, expect ~50% male and ~50% female offspring.   All female offspring guinea pigs used as replacement breeder stock. Only male animals are used in a non-invasive auditory research study that is neither painful nor distressing. Once the auditory study is completed, the male guinea pigs were transferred to another protocol where asthma was induced, and a new class of bronchodilators was tested to relieve dyspnea.  The dyspnea was evident but not severe, and medications to alleviate dyspnea were administered as soon as a change in respiratory pattern was detected using the approved monitoring methods.

	Pigs
	20 pigs
(all were purchased during the reporting fiscal year;15 pigs have undergone surgery and experimental treatment; 5 have not undergone any experimental procedures)
	Pigs were used in a wound healing study that required surgical creation of wounds.   Pigs were divided into groups of 5 and treatments were applied topically.  Analgesics were withheld due to concern that wound healing would be affected. The five remaining pigs had not undergone any experimental procedures.  One of those five pigs had injured its foot (unrelated to the study) but did not receive analgesics because of the potential for interference with the healing of (future) surgically created wounds.  Cold compresses were used to reduce swelling and pain.


The completed draft annual report is shown on the next page.   Tony thinks they have entered all the numbers correctly but Ann Marie has some doubts.  Based on the information provided, do you think their report is accurate?
	UNITED STATES DEPARTMENT OF AGRICULTURE

ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY
(draft)
	1. REGISTRATION NUMBER

                XX-R-XXXX

	
	2. Hometown VAMC

Animal Research Facility – Bldg. 10

5555 Main Street

Washington DC XXXXX

	3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes.  Attach additional sheets, if necessary.)


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY 
	A.

Animals Covered By the 

Animal Welfare Regulations
	B.

Number of animals

Being bred, conditioned,

 or held for use in teaching, 

testing, experiments, 

research, or surgery but

 not yet used for such

 purposes.
	C.

Number of animals
 upon which teaching, 
research experiments 

or test were conducted

 involving no pain,

 distress or use of 

pain-relieving drugs.
	D.

Number of animals

 upon which teaching, 
research experiments 

or test were conducted

 involving accompanying 

pain or distress to the animals

and for which appropriate

 anesthetic, analgesic, or 

tranquilizing drugs were used.


	E.

Number of animals

 upon which teaching, 

research experiments 

or test were conducted

 involving accompanying 

pain or distress to the animals

 and for which the use of

 appropriate

 anesthetic, analgesic, or 

tranquilizing drugs would

 have adversely affected

 the procedures, results, or

 interpretation of the teaching,

 research, experiments, surgery, 

or tests. (An explanation of the procedures producing pain or

 distress on these animals and

 the reasons such drugs were

 not used must be attached

 to this report.
	F.
TOTAL NUMBER OF ANIMALS

(Cols. C+D+E)

	4. Dogs
	0
	0
	0
	0
	0

	5. Cats
	0
	0
	0
	0
	0

	6. Guinea Pigs
	50
	30
	
	
	80

	7. Hamster
	0
	0
	0
	0
	0

	8. Rabbits
	0
	0
	0
	0
	0

	9. Non-human Primates
	0
	0
	0
	0
	0

	10. Sheep
	
	
	
	
	

	11. Pigs
	0
	 5
	0
	15
	 20

	12. Other Farm Animals  
	
	
	
	
	

	13. Other Animals (Ferrets)
	0
	0
	20
	0
	20


Based on the “Instructions for Competition of APHIS Form 7023,” [sic] Ann Marie’s doubts about the accuracy of the data entered in the report were justified. Ann Marie found the instructions referenced above on-line and modified the report accordingly. A corrected annual report is shown on the next page; the rationale for the column assignments is shown below.
Dogs:  All 10 dogs were reported in the previous year’s report. As all of the dogs are still present and being used in ongoing research, 10 dogs should be reported for this fiscal year as well.  They are in Category D because the implant surgery was performed for each one in the fiscal year being reported.  Category D only applies if all study related pain and distress is limited to slight and momentary and is verified by assessment of each animal at appropriate intervals.  Assignment to category E would be necessary if study related pain and distress cannot be well controlled; this also applies to any non-study related pain and distress that is more than slight or momentary, which cannot be alleviated for study-related reasons.
Ferrets:   Eighteen ferrets were correctly listed in column D.  The ferrets were expected to become ill and could even die as result of the experiment but their pain and distress was managed through the use of clear humane endpoints and the provision of supportive care and analgesics.  The frequency of observation and assessment must be performed at sufficient intervals to ensure that animals reaching the established humane endpoints are promptly identified and euthanized to minimize pain and suffering.  The IACUC-approved protocol should clearly outline endpoint criteria and the frequency of monitoring.  Eighteen animals were euthanized because they had reached the humane endpoint criteria.  Two ferrets were held during the fiscal year but experimental procedures were not performed; therefore, column B would be correct.
Guinea pigs:  The 10 breeder males, 10 breeder females, and 30 female offspring all were correctly assigned to column B.  Column C would be correct if the male guinea pigs had only been used in the noninvasive auditory study but they were transferred and used in the asthma study.  The dyspnea due to induced asthma would be stressful to the guinea pigs and was considered to be a category D procedure because the distress of dyspnea was promptly identified and relieved as outlined in the IACUC-approved protocol.   Animals used in more than one protocol should be counted only one time, and included only in the most painful/distressful category.   In this case, because of the asthma protocol, the 30 male guinea pigs should be listed in column D.
Pigs:   Fifteen of the 20 pigs have undergone surgery to create wounds and topical treatments were administered.  Analgesics were withheld because they may interfere with wound healing; these 15pigs should be listed in column E and a Column E Explanation should be completed.  Five pigs have not undergone any experimental procedures. One of the five pigs had a painful foot injury (unrelated to study) but was not given analgesics to relieve pain due to potential interference with the healing of wounds to be created surgically in the future.  The four pigs that were simply being held as of September 30th should be noted in column B. The pig with the injured foot, from which analgesics were withheld for experimental reasons (i.e. potential interference of future surgically created wounds), should be listed in column E and a Column E Explanation completed.
Note:  The USDA accepts prospective and retrospective reporting of pain and distress categories.  Prospective reporting entails reporting the animal at the highest applicable pain category because the report is filed before the animal is used in the study and the actual level of pain and distress experienced by the animal is unknown. In retrospective reporting, the degree of pain and distress the animal experienced has already occurred and is therefore known.
Sources:

https://www.aphis.usda.gov/animal_welfare/downloads/reports/Annual-Report-Packet-2016.pdf
https://www.aphis.usda.gov/library/forms/pdf/APHIS_7023.pdf
	UNITED STATES DEPARTMENT OF AGRICULTURE

ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY

(corrected)
	3. REGISTRATION NUMBER

                XX-R-XXXX

	
	4. Hometown VAMC

Animal Research Facility – Bldg. 10

5555 Main Street

Washington DC XXXXX

	3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes.  Attach additional sheets, if necessary.)


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY 

	A.

Animals Covered By the 

Animal Welfare Regulations
	B.

Number of animals

Being bred, conditioned,

 or held for use in teaching, 

testing, experiments, 

research, or surgery but

 not yet used for such

 purposes.
	C.

Number of animals
 upon which teaching, 
research experiments 

or test were conducted

 involving no pain,

 distress or use of 

pain-relieving drugs.
	D.

Number of animals

 upon which teaching, 
research experiments 

or test were conducted

 involving accompanying 

pain or distress to the animals

and for which appropriate

 anesthetic, analgesic, or 

tranquilizing drugs were used.


	E.

Number of animals

 upon which teaching, 

research experiments 

or test were conducted

 involving accompanying 

pain or distress to the animals

 and for which the use of

 appropriate

 anesthetic, analgesic, or 

tranquilizing drugs would

 have adversely affected

 the procedures, results, or

 interpretation of the teaching,

 research, experiments, surgery, 

or tests. (An explanation of the procedures producing pain or

 distress on these animals and

 the reasons such drugs were

 not used must be attached

 to this report.
	F.

TOTAL NUMBER OF ANIMALS

(Cols. C+D+E)

	4. Dogs
	0
	0
	10 (present in year 2)
	0
	10

	5. Cats
	0
	0
	0
	0
	0

	6. Guinea Pigs
	50
	
	30  (asthma study)
	
	30 

	7. Hamster
	0
	0
	0
	0
	0

	8. Rabbits
	0
	0
	0
	0
	0

	9. Non-human Primates
	0
	0
	0
	0
	0

	10. Sheep
	
	
	
	
	

	11. Pigs
	4 (held for later use)
	0
	0
	15 (used in category E study) + 1 (with injured foot not treated with analgesics)  = 16
	 16 

	12. Other Farm Animals  
	
	
	
	
	

	13. Other Animals (Ferrets)
	2
	0
	18
	0
	 18


