SEMIANNUAL PROGRAM & FACILITY REVIEW CHECKLIST

InstructionS FOR CHECKLIST
The HSC IACUC has a mandate to review at least once every six months the institution’s program for the care and use of animals using the Guide as a basis for evaluation.  The program review section is titled Semiannual Program Review Checklist.  This program review section is further divided into Institutional Policies and Responsibilities that corresponds to Chapter One of the Guide, and Veterinary Medical Care that corresponds to Chapter Three of the Guide.  It is recommended that the program review section be completed during a convened IACUC meeting.

The IACUC is also charged with inspecting at least once every six months all of the institution's animal facilities, including satellite facilities, using the Guide as a basis for evaluation.  The second half is titled Semiannual Facility Inspection Checklist and corresponds to Chapters Two and Four of the Guide.  This section is further divided into: animal housing and support areas; aseptic surgery; and procedure areas, non-survival surgeries, laboratories, and rodent surgeries.  Because these are physical aspects of a program that require visual observation to evaluate, it is recommended that this section be completed during an inspection of facilities.

A table is provided, titled Semiannual Program and Facility Review Report.  This table provides a format for the IACUC to organize and track information regarding deficiencies, and plans and schedules for correction.  This table should be completed following the semiannual review of the program and facilities, and reviewed by all committee members.  This table will be attached to the official report to the Institutional Official.

	SEMIANNUAL PROGRAM REVIEW CHECKLIST 

INSTITUTIONAL POLICIES AND RESPONSIBILITIES


	DATE:______________________      
	*A   
	M
	S

	1.  IACUC Membership and Functions
	
	
	

	   - at least 5 members, appointed by CEO
	√
	
	

	   - members include veterinarian, scientist, non-scientist, and non-affiliated non-lab animal user

	√
	
	

	   - responsible for oversight and evaluation of institution's program
	√
	
	

	   - reports to Institutional Official (IO)
	√
	
	

	   - conducts semiannual evaluations of institutional animal care and use program
	√
	
	

	   - conducts semiannual inspections of institutional animal facilities
	√
	
	

	   - reviews and investigates concerns about animal care and use at institution

	√
	
	

	   - procedures for review, approval and suspension of animal activities

	√
	
	

	   - procedures for review & approval of significant changes to approved activities
	√
	
	

	   - policies for special procedures (e.g. restraint, multiple survival surgery, fluid restriction)

	√
	
	

	2.  IACUC Records and Reporting Requirements

	
	
	

	Reports to Institutional Official (IO)
	
	
	

	   - reports of semiannual program reviews & facility inspections are submitted to IO

	√
	
	

	   - include minority IACUC views
	√
	
	

	   - describe departures from Guide or PHS Policy and reasons for departure

	√
	
	

	   - distinguish significant from minor deficiencies
	√
	
	

	   - include plan and schedule for correction of each deficiency identified

	√
	
	

	Reports to Office for Protection from Research Risks (OPRR)
	
	
	

	   - reports include any minority IACUC views
	√
	
	

	   - annual report to OPRR documents program changes & dates of IACUC semiannual review
	√
	
	

	   - promptly advises OPRR of serious/ongoing Guide  deviations or PHS Policy noncompliance
	√
	
	

	   - promptly advises OPRR of any suspension of activity by the IACUC
	√
	
	

	Reports to United States Department of Agriculture (USDA)
	
	
	

	   - annual report contains required information
	√
	
	

	   - reporting mechanism in place for IACUC-approved exceptions to the regulations and standards
	√
	
	

	   - reports within 15 days failure to adhere to timetable for correction of deficiencies
	√
	
	

	   - reports suspension of activity by the IACUC to USDA and any Federal funding agency
	√
	
	

	Records
	
	
	

	   - minutes of IACUC meetings and semiannual reports maintained for 3 years
	√
	
	

	   - IACUC review documentation maintained for 3 years after end of study
	√
	
	

	    - IACUC review of activities involving animals includes all required information

	√
	
	

	3.  Veterinary Care (See also next section - Veterinary Medical Care)
	
	
	

	   - institutional arrangement for veterinarian with training or experience in lab animal medicine

	√
	
	

	   - veterinary access to all animals
	√
	
	

	   - provision for backup veterinary care
	√
	
	

	    - provides guidance on handling, immobilization, sedation, analgesia, anesthesia, euthanasia, 
	√
	
	

	   - must provide guidance/oversight on surgery programs and oversight of postsurgical care
	√
	
	

	   - veterinary authority to oversee all aspects of animal care and use 
	√
	
	

	


	

	
	*A
	M
	S

	4.  Personnel Qualifications and Training
	
	
	

	   - institution has established and implemented an effective training program
	√
	
	

	   - includes professional/management/supervisory personnel
	√
	
	

	   - includes animal care personnel
	√
	
	

	   - includes research investigators, instructors, technicians, trainees, students
	√
	
	

	Training program content
	
	
	

	   - humane practices of animal care (e.g. housing, husbandry, handling)

	√
	
	

	   - humane practices of animal use (e.g. research procedures, use of anesthesia, pre- & post-operative care)

	√
	
	

	   - research/testing methods that minimize numbers necessary to obtain valid results
	√
	
	

	   - research/testing methods that minimize animal pain or distress
	√
	
	

	   - use of hazardous agents, including access to OSHA chemical hazard notices where applicable
	√
	
	

	5.  Occupational Health and Safety of Personnel
	
	
	

	Institutional program for a safe and healthy workplace
	
	
	

	   - program is established and implemented
	√
	
	

	   - covers all personnel who work in laboratory animal facilities
	√
	
	

	   - based on hazard identification and risk assessment
	√
	
	

	   - personnel training (e.g. zoonoses, hazards, pregnancy/illness/immunosuppression precautions)
	√
	
	

	   - personal hygiene procedures (e.g., work clothing, eating/drinking/smoking policies)
	√
	
	

	   - procedures for use, storage & disposal of hazardous biologic, chemical, and physical agents
	√
	
	

	   - specific procedures for personnel protection (e.g.,shower/change facilities, injury prevention)
	√
	
	

	Program for medical evaluation and preventive medicine for personnel
	
	
	

	   - pre-employment evaluation including health history
	√
	
	

	   - immunizations as appropriate (e.g. rabies, tetanus) & tests
	√
	
	

	   - zoonosis surveillance as appropriate (e.g. Q-fever, tularemia, Hantavirus, plague)
	√
	
	

	   - procedures for reporting and treating injuries, including bites etc.
	√
	
	

	   - routine monitoring and surveillance for identified risk factors
	√
	
	

	Notes:

	

	

	

	

	

	

	*A = acceptable; M = minor deficiency; S = significant deficiency (is or may be a threat to animal health or safety)


	SEMIANNUAL PROGRAM REVIEW CHECKLIST

	VETERINARY MEDICAL CARE



	DATE:_​​​​​​​​_____________
	*A
	M
	S

	1.  Preventive medicine/animal procurement & transportation
	
	
	

	
- evaluation of animal vendors
	√
	
	

	
- procedures for lawful animal procurement, evaluation of animals, & transport
	√
	
	

	
- procedures for quarantine, stabilization
	√
	
	

	
- policies on separation by species, source, health status
	√
	
	

	
- policies for isolation of sick animals
	√
	
	

	
- program of surveillance, diagnosis, treatment and control of disease
	√
	
	

	
- availability of diagnostic resources for preventive health program
	√
	
	

	
- provision for emergency, weekend and holiday veterinary care
	√
	
	

	2.  Surgery
	
	
	

	
- procedures for monitoring surgical anesthesia and analgesia
	√
	
	

	
- pre-surgical plan (e.g. identify space, supplies, conduct pre-op exam, define post-op care )
	√
	
	

	
- appropriate training or experience of personnel in surgery & anesthesia
	√
	
	

	
- major procedures distinguished from minor
	√
	
	

	
- use of effective aseptic procedures for survival surgery
	√
	
	

	
- implemented procedures for use of surgical facility
	√
	
	

	
- implemented procedures for using/scavenging volatile anesthetics
	√
	
	

	
- effective procedures for sterilizing instruments & monitoring expiration dates on sterile packs
	√
	
	

	
- documentation of post-operative monitoring and care
	√
	
	

	3.  Pain, distress, analgesia, and anesthesia
	
	
	

	
- guidelines for assessment and categorization of pain
	√
	
	

	
- IACUC guidelines for avoiding unnecessary pain and distress
	√
	
	

	
- appropriate anesthetics, analgesics, tranquilizers used for each species
	√
	
	

	
- special precautions for the use of paralytics

	√
	
	

	
- veterinary input in the choice of drugs
	√
	
	

	4.  Euthanasia
	
	
	

	
- compliance with current AVMA Panel on Euthanasia unless approved by the IACUC
	√
	
	

	
- guidance provided on appropriate methods for each species
	√
	
	

	
- training available for personnel in humane methods of euthanasia
	√
	
	

	5.  Drug storage and control
	
	
	

	
- safe, secure, storage arrangement
	√
	
	

	
- record keeping meets regulations
	√
	
	

	Notes:
	
	
	

	*A = acceptable; M = minor deficiency; S = significant deficiency (is or may be a threat to animal health or safety)

	

	

	

	

	

	


�The PHS Policy requires that Assured institutions comply with the regulations (9 CFR, Subchapter A) issued by the U.S. Department of Agriculture (USDA) under the Animal Welfare Act, as applicable.  The endnotes below are specific USDA regulatory requirements that differ from or are in addition to the PHS Policy.   This list is not intended to be all inclusive.  For additional information please refer to 9 CFR Subchapter A - Animal Welfare.





�Part 2 Subpart C- Research Facilities


- 2.31(b)(2) - “The Committee shall be composed of a Chairman and at least two additional members;... at least one shall not be affiliated in any way with the facility...such person will provide representation for general community interests in the proper care and treatment of animals.” [PHS policy requires 5 members]





� 2.32(c)(4) - “...No facility employee, Committee member, or laboratory personnel shall be discriminated against or be subject to any reprisal for reporting violations of any regulation or standards under the Act.” [USDA requirement additional to PHS Policy ]





� 2.31(d)(5) - “...shall conduct continuing reviews of activities...not less than annually.” [PHS Policy requires a complete new review every 3 years utilizing all the criteria for initial review]





� 2.31(d)(1)(x) - “...no animal will be used in more than one major operative procedure from which it is allowed to recover unless...(it is) justified for scientific reasons...(or is) required as routine veterinary procedure...or other special circumstances as determined by the Administrator on an individual basis.”  [this last point is an additional USDA justification for multiple survival surgeries]





� 2.36 - “...each reporting facility shall submit an annual report to the APHIS, AC sector supervisor for the State where the facility is located on or before December 1 of each calendar year.”  [The USDA annual report has a list of requirements which differ from PHS annual report]





� 2.31(c)(3) - ”...The reports shall be reviewed and signed by a majority of committee members...”[USDA requirement additional]





� 2.36(b)(3) - “...exceptions to the standards and regulations be specified and explained by the principal investigator and approved by the IACUC.  A summary of all such exceptions must be attached to the facility’s annual report.” [Refers to USDA annual report]





� 2.31 (c)(3) - “...Any failure to adhere to the plan and schedule that results in a significant deficiency remaining uncorrected shall be reported in writing within 15 business days by the IACUC, through the institutional official, to APHIS and any Federal agency funding that activity.” [PHS Policy requires prompt reporting to OPRR of serious or continuing noncompliance with the PHS Policy or serious deviations from the provisions of the Guide]





� [In addition to PHS requirements for IACUC review/application for funding, USDA regulations require]:


	2.31(d)(1)(ii) - “The principal investigator (PI) consider alternatives to procedures that cause more than momentary or slight pain or distress to the animals, and has provided a written narrative description of the methods and sources...used to determine that alternatives were not available.”





	2.31(d)(1)(iii) - “The PI has provided written assurance that the activities do not unnecessarily duplicate previous experiments.”





	2.31(d)(1)(iv) - “Procedures that may cause more than momentary or slight pain or distress to the animals will:


	- involve in their planning, consultation with the attending veterinarian or his or her designee; [PHS Policy does not specify veterinary consultation]


	- not include paralytics without the use of anesthesia;” 





	2.31(d)(1)(x) - “No animal will be used in more than one major operative procedure from which it is allowed to recover, unless justified for scientific reasons by the principal investigator, in writing...”





� 2.33(a)(1) - “In the case of a part-time attending veterinarian or consultant arrangements, the formal arrangements shall include a written program of veterinary care and regularly scheduled visits to the research facility.” [USDA requirement additional]





� 2.32(c) - “Humane methods of animal maintenance and experimentation, including the basic needs of each species, proper handling and care for the various species of animals used by the facility, proper pre-procedural and post-procedural care of animals, and aseptic surgical methods and procedures.”





� 2.32(c) - additional specifications include:


- “ proper use of anesthetics, analgesics, and tranquilizers for any species of animals used by the facility”


- “ methods whereby deficiencies in animal care and treatment are reported, including deficiencies in animal care and treatment reported by any employee of the facility...”


- “ utilization of services (e.g. National Agricultural Library, National Library of Medicine) to provide information on appropriate animal care and use, alternatives to the use of live animals in research, that could prevent unintended and unnecessary duplication of research involving animals, and regarding the intent and requirements of the Act.” [USDA training specifications are more detailed than PHS Policy].





� 2.31(d)(iv)(C) - “ Procedures that may cause more than momentary or slight pain or distress to the animals will...not include the use of paralytics without anesthesia.”
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