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PREFACE


Welcome to the Institutional Animal Care and Use Program! 

The purpose of the IACUC Standard Operating Procedures Handbook is to provide an overview of The University of Mississippi Animal Care and Use Program. It is intended for IACUC members, administrative staff, and animal facility staff at The University of Mississippi.  
The procedures described here were written in accordance with the PHS Assurance (A3356-01) of the Office of Laboratory Animal Welfare at the National Institutes of Health, the USDA Animal Welfare Act and Regulations and with University policy.

Information about the humane care, use, and welfare of research animals needed by researchers on the Oxford campus of The University of Mississippi can be found on our website, www.research.olemiss.edu/iacuc.
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1. INTRODUCTION

Each institution that receives PHS support for activities involving vertebrate animals or is subject to the authority of the Animal Welfare Act (AWA) must operate an animal care and use program with clear lines of authority and responsibility. The program must include:

· a properly constituted and functioning Institutional Animal Care and Use Committee (IACUC);

· procedures for self-monitoring;

· an adequate veterinary care program;

· an occupational health and safety program;

· a personnel training program;

· an environment, housing and management program for animals; and

· appropriately maintained facilities for housing and support.

1.1 Program Authority
The overall program authority and responsibility for implementing the animal care and use program, related policies, and the recommendations of the Guide for the Care and Use of Laboratory Animals (Guide) are entrusted to The University of Mississippi Vice Chancellor for Research and Sponsored Programs, Dr. Alice M. Clark. The Vice Chancellor for Research and Sponsored Programs is the Institutional Official (IO) to whom the Institutional Animal Care and Use Committee (IACUC) reports.

1.2 PHS Assurance

The University of Mississippi Public Health Service (PHS) Assurance number is A3356-01.  Our Assurance renewal was approved March 16, 2009 and it expires November 30, 2013.  Our assurance must be renewed every 4 years.
1.3 USDA Registration

The University of Mississippi is registered with the United States Department of Agriculture (USDA). Our registration number is 65-R-0001. Our registration was renewed June 1, 2011 and expires June 1, 2014. Our registration must be renewed at least every 3 years.

1.4 AAALAC Accreditation

AAALAC International is a private, nonprofit organization that promotes the humane treatment of animals in science through voluntary accreditation and assessment programs. AAALAC stands for the “Association for Assessment and Accreditation of Laboratory Animal Care.”

The University of Mississippi – Oxford Campus is fully accredited by the AAALAC International Council on Accreditation.  Our accreditation was granted October 8, 2009 and our program must be re-approved for accreditation by October 8, 2012.  
2. IACUC MEMBERSHIP 

The University of Mississippi has established an Institutional Animal Care and Use Committee (IACUC) responsible for oversight and evaluation of the animal care and use program and its components described in the Guide for the Care and Use of Laboratory Animals. The committee functions are detailed in Section 2.10.
2.1 Composition of the Membership  
The Animal Welfare Act Regulations (AWAR §2.31, b) require the IACUC be composed of a Chair and two other members, a veterinarian and a non-affiliated member. Public Health Service (PHS) Policy (IV,A,3,b) requires the IACUC consist of at least five members and include: one Doctor of Veterinary Medicine, who is certified or has training or experience in laboratory animal science and medicine or in the use of the species in question; one practicing scientist experienced in research involving animals; one member whose primary concerns are in a nonscientific area; and one member who is not affiliated with the University of Mississippi in any way other than as a member of the IACUC, and is not a member of the immediate family of a person who is affiliated with the University.

The University of Mississippi IACUC is a 12-member committee including the Chair, a Doctor of Veterinary Medicine, six scientists, three non-scientists, and one non-affiliated member. This is in accordance with both AWAR and PHS Policy membership requirements. 

2.2 Executive Committee

The IACUC Executive Committee (IEC) includes the IACUC Chair, Attending Veterinarian (AV), Research Integrity and Compliance Director, and IACUC Research Compliance Specialist (RCS). The IEC meets at least monthly year-round except during holidays and university closings. They provide guidance to the full IACUC through draft revisions and/or development of policy and procedures, guidelines, forms and samples, etc.  

2.2.1 Staff Responsibilities

The IACUC Research Compliance Specialist (RCS) is responsible for IEC meeting arrangements including: date & time; agenda; issues for discussion; preparing materials; coordinating with the Student Assistant (SA) and Administrative Secretary (Admin Sec); etc. 
The IACUC Student Assistant (SA) is responsible for assisting the IACUC Research Compliance Specialist (RCS), developing weekly/monthly protocol activity reports, assisting with meeting materials preparation, coordinating with the Admin Sec, conducting topical searches, and assisting with special requests as necessary . 
The Administrative Secretary (Admin Sec) is responsible for assisting the RCS and SA as they prepare for IACUC meetings, including: color copying; materials preparation; and any other activity as necessary.

2.3 Appointment of Members
Appointment of all members of the Institutional Animal Care and Use Committee is the responsibility of the Chief Executive Officer of The University of Mississippi, Chancellor Dan Jones, M.D.. Recommendations for appointment are submitted by the Vice Chancellor for Research and Sponsored Programs, Dr. Alice M. Clark. 

2.3.1 Procedural Steps

The appointment of a member to fill an opening in the IACUC membership includes the following steps:

1. The Chair requests names of potential candidates for membership from the full IACUC.

2. The Chair presents candidate names to the IACUC Executive Committee (IEC).

3. The IEC requests a resume or CV from each candidate for review and discussion. 

4. Candidates are interviewed by one or more IEC members.
5. The IEC selects a final candidate.

6. The IEC sends the final candidate’s name and CV/resume to the Institutional Official (IO) along with a sample memorandum from the IO to the Chancellor recommending the candidate for appointment to the IACUC and a sample appointment letter from the Chancellor to the candidate.
7. The IACUC Research Compliance Specialist receives a copy of each member’s appointment letter and maintains it in the IACUC files. 

2.4 Terms of Service 
Members are appointed for a three year term of service. If, at the end of the service term, members are interested in continuing to serve on the IACUC, a recommendation for re-appointment is made to the Chancellor. The same procedural steps to appoint new members are followed for re-appointment of members. All appointment/re-appointment materials are maintained in the IACUC files. 
Members are free to resign from the IACUC at any time by submitting a written resignation electronically to askiacuc@olemiss.edu, by campus mail or hand delivery to the IACUC Executive Committee at 100 Barr Hall.   
2.5 Quorum

A quorum is the number of members required to be present before the IACUC can conduct business. The UM IACUC is comprised of 12 members, making the quorum six or more members. Action taken by the IACUC must be voted for by a majority of the members present. 

2.6 Alternate Members 

Alternate members may be appointed by the Chancellor. However, there must be a one-to-one designation of IACUC members and alternates. The same procedural steps to appoint new members are followed for appointment of alternate members.

The IACUC member and his/her alternate may not count toward a quorum at the same time or act in an official member capacity at the same time. Alternates receive training identical to the training provided to regular IACUC members. See 2.9 Mandatory Training. 
2.7 Meetings 
The IACUC holds meetings monthly August to June. IACUC staff (RCS, SA, Admin Sec) are responsible for all meeting arrangements. 
2.7.1 Staff Responsibilities

The Research Compliance Specialist (RCS) is responsible for coordinating all IACUC activities, including: meeting arrangements; date & time; agenda; minutes; action items; notices; issues for discussion; preparing materials; etc. 
The Student Assistant (SA) is responsible for assisting the RCS, coordinating with the Admin Sec, developing the monthly protocol activity report, taking minutes as requested, assisting with materials preparation, and any other activity necessary to prepare for the meeting. 
The Administrative Secretary (Admin Sec) is responsible for assisting the RCS and GA as they prepare for the monthly IACUC meetings, including: sending notice to obtain member lunch preferences; color copying; materials preparation; meeting room arrangements; informing RCS of member attendance; and any other activity necessary to prepare for the meeting.
2.8 Meeting Attendance
Members are expected to attend monthly meetings and inform IACUC office staff when they are unable to attend. The RCS monitors member attendance and brings continuing absences to the attention of the IACUC Executive Committee (IEC).
2.9 Mandatory Training

IACUC members are required to take the American Association for Laboratory Animal Science (AALAS) Learning Library (ALL) “Essentials for IACUC Members” course in the Regulatory and Compliance track. This course is designed to better prepare members to oversee the animal care and use program and complies with USDA Policy #15 detailed in the March 7, 2006 APHIS Animal Care Stakeholder Update on Revised Policies.

The RCS is responsible for emailing sign up instructions for all members and provides one-on-one assistance to new and veteran members as requested. The RCS is responsible for arranging additional training as necessary.
2.10 Roles and Responsibilities
The IACUC carries out the following duties to ensure that animals used in research, testing, and teaching are used humanely by trained staff:

· Conducts reviews of animal study protocol applications

· Conducts full-committee reviews of standard operating procedures

· Conducts reviews of significant modifications to approved protocols

· Conducts semiannual program reviews and animal facility inspections
· Submits a semiannual report to the Institutional Official
· Reviews and investigates complaints about animal care
· Makes recommendations to the Institutional Official

· Investigates reports of noncompliance

· Suspends animal study activities for serious policy violations
· Meets monthly or as needed to conduct business.
· Completes mandatory training.

A detailed description of IACUC responsibilities is found in the Component Responsibilities Guide at http://www.research.olemiss.edu/iacuc/component-guide . 
2.11 Confidential Disclosure Agreements
IACUC members and Office of Research and Sponsored Programs personnel with access to IACUC protocols containing confidential information must sign a Confidential Disclosure Agreement (CDA). The unauthorized release of confidential IACUC information by members is prohibited by law [AWA §27a and §27b]:

It shall be unlawful for any member of an Institutional Animal Committee to release any confidential information of the research facility including information that concerns or relates to (1) the trade secrets, processes, operations, style of work, or apparatus; or (2) the identity, confidential statistical data, amount or source of any income, profits, losses, or expenditures, of the research facility. It shall be unlawful for any member of such Committee (1) to use or attempt to use to his advantages or (2) to reveal to any other person any information which is entitled to protection as confidential information under subsection (a).

Penalties for violation of this law include a fine of up to $10,000 and imprisonment of up to 3 years, as well as removal from the IACUC; the violator also will be required to pay the damages, costs, and attorneys’ fees of the injured investigator and/or the research institution [AWA §2157,c; §2157,d]. Additionally, improper or inadvertent disclosure of confidential proprietary information may support a claim for breach of proprietary confidence. Thus, IACUC members have a duty (1) not to disclose to anyone outside the IACUC any confidential information they learn through service on the IACUC, and (2) not to use any such information in their own research without the express permission of the owner of the information. It is also the duty of IACUC members to establish secure measures (1) to respond to requests under a public records act or submission by the IACUC of unnecessary confidential information in a record to a government agency, and (2) to dispose of IACUC records or IACUC member’s notes in a way that does not permit viewing of confidential information by unauthorized persons.
2.11.1 Staff Responsibilities 

The IACUC Research Compliance Specialist (RCS) contacts the Manager of Project Resources in Technology Management providing the name and address of new IACUC members and staff that need to sign a Confidential Disclosure Agreement (CDA). The RCS sends an electronic notice to the new IACUC members and staff about the CDA and attaches a sample copy. Subsequent contact will be made by Technology Management staff.  
3. ANIMAL STUDY PROTOCOL APPLICATIONS

A principal function of the IACUC includes the review and approval of all proposed animal study and ongoing animal research protocols. Application reviews are conducted in accordance with the Guide for the Care and Use of Laboratory Animals, Public Health Service (PHS) Policy and the Animal Welfare Act (AWA) and Regulations (AWAR). Animal Study Protocol Applications are approved for a period of 3 years. All communication regarding the review and approval of each protocol is maintained electronically (protocol file) and in hard copy (protocol folder) in the IACUC office.
3.1 New Protocol Submission

Prior to submission, a Principal Investigator (PI) can request assistance from the IACUC office staff and/or from the Attending Veterinarian (AV). PIs suggest the pain and distress category (A-no or little pain, to D-unrelieved pain) for each study. All Category C or D protocols must be discussed with the AV to guide writing and all Category D protocols automatically go to the full-committee for review. (See Appendix A: Pain and Distress Categories) Animal Study Protocol Applications are submitted via email to askiacuc@olemiss.edu and signature sheets emailed or faxed to 915-7577.
3.2 Administrative Review

IACUC Staff, Research Compliance Specialist (RCS) & Student Assistant (SA), conduct an administrative review within two (2) working days (internal response time) of receipt of an electronic copy of an application, including: screening for completeness; conducting a protocol–to-grant comparison; logging new study application; and assigning each study a number as part of the administrative review. The RCS or SA notifies PI of any corrections and obtains a final copy. (See Appendix B: New Protocol/Non-Personnel Amendment Submission Process on page 37.)
When all corrections, if any, have been made and a signed copy of the application has been received in the IACUC Office, the SA or RCS sends the application to the IACUC for initial review and comment. 
3.3 Review of Animal Study Protocol Applications
Members are provided the opportunity to review all Animal Study Protocol Applications and provide comments. Members may accept an application as appropriate for Designated Member Review (DMR) or request a Full-Committee Review (FCR). Members have five (5) working days response time. IACUC responses are submitted electronically to askiacuc@olemiss.edu. If no request for an FCR is made within five (5) working days, the application goes to DMR. 

If a quicker turnaround is needed, members are informed via email and receive a follow-up call if they have not responded within a day or two. In these instances, all members must respond before the review and approval process continues.  

3.4 Selection of Designated Reviewers

There are only two valid methods of IACUC review allowed by the PHS Policy: (1) full-committee review (FCR) by a convened quorum of the members of the IACUC, or (2) designated member review (DMR) by one or more members, employed only after all voting members have been provided an opportunity to call for full-committee review. If any member requests FCR, then that method must be used.  If not, the IACUC Chair may appoint one or more appropriately qualified IACUC members to serve as Designated Reviewers (DRs).  

Any IACUC member may serve as a DR provided they do not have a conflict of interest. DRs are selected on a rotation and expertise basis by the IACUC Chair, and must always include the Attending Veterinarian. 
IACUC staff notifies DRs of their selection. Once selected, the DRs follow the procedures for reviewing projects and significant amendments using the designated review process.
IACUC members not selected and who wish to participate as designated reviewers can contact the Chair and request to be a DR. If additional expertise is needed, an outside consultant(s) in an appropriate area of study is selected by the Chair. The consultant can provide information in his/her area of expertise but has no vote on the approval of an Animal Study Application. 
3.5 Designated Member Review

The IACUC staff compiles the initial review comments within two (2) working days (internal response time) of receipt, obtains chair assignment of designated reviewers (DRs), and forwards comments for consideration via e-mail to the DRs. (See Appendix C: Designated Member Review Process on page 38.)
The DRs will then have five (5) working days to review the application and comments received, arrive at consensus and return via e-mail to the IACUC Office any comments that need clarification and/or requests for modification of the application, send the application to the full-committee for review or send a final designated review decision (DRD) approving the application by consensus. The DRs at any point in the process, whether they disagree or arrive at consensus, can call for full-committee review. 

The IACUC staff coordinates all communication and sends the investigator and animal facility supervisor a letter of approval via e-mail when the application is approved. 

3.6 Full-Committee Review

There are five ways a full-committee review (FCR) is requested: 

1. By an IACUC member during the initial review of an Animal Study Application;

2. By a designated reviewer if consensus is not reached;

3. By the DRs who determine that, although they have reached consensus, it is best to send to FCR; 

4. By the Principal Investigator; or
5. If the Animal Study Application is a Category D study. (See Appendix D: Full Committee Review Process – All Members Present and Appendix E: Full Committee Review Process – All Members Not Present.)
IACUC staff adds the full-committee review of an animal study application to the next scheduled IACUC meeting agenda. They notify the members about the FCR and make 3 copies (shredded after the meeting ends) of the application for reference during the meeting. The PI is informed about the full-committee review and encouraged to attend the meeting (including lunch) to answer questions posed by the members.
· If all members of the IACUC are present at a meeting, they may vote to require modifications to secure approval and have the revised research protocol a) reviewed and approved by designated member review, or b) returned for FCR at a convened meeting. 

· If all members of the IACUC are not present at a meeting, a quorum of members present at a convened meeting may, by unanimous vote, send the protocol to DMR subsequent to FCR when modification is needed to secure approval. However, any member of the IACUC may, at any time prior to DMR, request to see the revised protocol and/or request FCR of the revised protocol. 

If the IACUC uses DMR, the approval date is the date that the designated member(s) approve the study. 

IACUC staff informs the Principal Investigator in writing via e-mail of the outcome of the Full-Committee Review. Once approved, IACUC staff sends an approval letter to the Principal Investigator and animal facility supervisor and updates the database.

· If the majority of the quorum present votes to withhold approval, the IACUC informs IACUC staff. IACUC staff sends a letter to the PI informing him/her of withheld approval and that he/she may resubmit the protocol application. All related documents are filed in the protocol folder.
3.7 Conflict of Interest and the Review Process

No member is allowed to participate in the review (designated or full-committee) of any proposed or on-going project in which the member has a conflicting interest, except to provide information requested by the IACUC. In these circumstances, members must recuse themselves from the review process and are not allowed to vote.
4. PROTOCOL AMENDMENTS 

Any proposed changes to an approved protocol must be reviewed and approved by the IACUC. There are three types of amendments, significant, non-significant and personnel change. All communication regarding the review and approval of each protocol amendment is maintained electronically (protocol file) and in hard copy (protocol folder) in the IACUC office. 
IACUC Staff, Research Compliance Specialist (RCS) & Student Assistant (SA), log amendments to active protocols, screen for completeness, and number each amendment as part of the administrative review. This is conducted within two (2) working days (internal response time) of receipt of an electronic copy of an amendment. The RCS or SA notify the PI of any corrections and obtain a final copy via email. The PI faxes the signature sheet to 915-7577 or emails it to askiacuc@olemiss.edu.

When all corrections, if any, have been made and a signed copy of the amendment has been received in the IACUC Office, the SA or RCS sends it to the Chair and Attending Veterinarian for determination of significance. The Guidelines for Reporting Modifications to Protocols for Vertebrate Animal Use, based on the Guide for the Care and Use of Laboratory Animals, are used as a reference to determine significance. 

4.1 Significant Amendments
Amendments determined significant are handled using the same review process used for new protocols.
4.2 Non-Significant Amendments
Amendments determined non-significant do not require full IACUC review. They are reviewed, approved and signed by the Chair and Attending Veterinarian. The IACUC staff obtains approval, sends an approval memorandum to the investigator and animal facility supervisor via e-mail, and files a copy electronically and in the PI’s protocol folder. 
4.3 Personnel Change Only Amendments

Amendments to ongoing protocols adding and/or deleting personnel, other than the Principal Investigator, are considered “minor” and do not require full IACUC review. Personnel change-only amendment forms are submitted electronically to askiacuc@olemiss.edu. IACUC staff conducts an administrative review within two days (internal response time) of receipt of the amendment to ensure that duties of the person/s being added are thoroughly described. (See Appendix F: Submission Process for Personnel Change Only Amendments on page 41.)
IACUC staff ensures proposed personnel are appropriately identified, adequately trained and qualified, participate in applicable occupational health and safety programs, and meet other criteria as required by the IACUC. Personnel added to a protocol may not begin work with animals until they have met the following requirements:
· Complete appropriate Health and Safety training;

· Complete AALAS Learning Library (ALL) species-specific training;
· If relevant - Complete mandatory surgery training and demonstrate performance of surgical techniques in the procedure(s) and species indicated. This must be observed by the Attending Veterinarian to receive a surgery proficiency certification. A Proficiency Criteria for Research Animal Surgery form must be completed, signed and submitted to the Attending Veterinarian (AV) at B-104 NCNPR.
· Submit the Occupational Health Evaluation and OHSP Risk Inventory forms for review and recommendations by the Occupational Health Physician and AV respectively ; 
· Complete ALL “Lab Animal Allergy” course; and
· Check when they last received a tetanus vaccination. Personnel are strongly urged to get a tetanus vaccination, paid for by ORSP, if they have not had one in the past 10 years as recommended by the Centers for Disease Control and Prevention. 
The IACUC Research Compliance Specialist approves personnel change only amendments when all training and occupational health requirements have been met. IACUC staff notifies the investigator and animal facility supervisor via e-mail when the amendment has been approved and files a copy electronically and in the PI’s protocol folder.
5. PROTOCOL ANNUAL UPDATES 

The NIH/OLAW and APHIS/AC have differing requirements with regard to continuing reviews. The AWAR (§2.31,d,5) states that the IACUC shall conduct continuing reviews of activities covered by this subchapter at appropriate intervals as determined by the IACUC, but not less than annually. PHS Policy (IV,C,5) states that the IACUC shall conduct continuing review of each previously approved, ongoing activity covered by this Policy at appropriate intervals as determined by the IACUC, including complete review in accordance with IV,C,1 - IV,C,4 at least once every three years. 
The University of Mississippi IACUC requires an annual review of all previously approved protocols. The annual update process and de novo submittal before expiration of the three year IACUC approval of each continuing study satisfies the AWAR and PHS Policy review requirements. 
Once a month, IACUC staff checks protocol folders for annual updates due. Staff sends PIs three email alerts and partially completed update forms beginning up to 3 months before the update is due. All communication is maintained electronically (protocol file) and in hard copy (protocol folder) in the IACUC office.
5.1 Continuing Studies

Animal study protocols continuing beyond one year must be reviewed annually using the Protocol Annual Update or Protocol Annual Update for Breeding Protocols form. Principal Investigators submit an annual update form for each protocol under their name for each approval year. IACUC staff alert the PI if the 3 year IACUC approval for a protocol is expiring.

When an annual update is received, IACUC staff checks animal numbers, procedural changes, search for changes to methodology, funding changes, signatures, etc. to make sure nothing is missing and everything corresponds with previous reports and purchase information. The annual update is signed by the Chair and Attending Veterinarian during a weekly IEC meeting only after all issues, if any, have been reconciled. IACUC staff place a copy of the annual update in the corresponding protocol folder.

5.2 Expiring Protocols

The IACUC, as part of its protocol review process, requires a triennial de novo submittal of each animal study protocol continuing beyond the three year approval period. Submittal of a continuing study follows the same procedures as submittal of a new protocol. IACUC staff retires the old protocol number and assigns a new one to the continuing study. In addition, the PI submits the appropriate annual update form officially closing the expired protocol.
5.3 Terminations 

Animal study protocols are terminated if the study ends prior to the end of the 3 year approval period. Terminations are reported using the appropriate annual update form. IACUC staff files the protocol folder in the terminated protocols file drawer, removes the protocol folder from the approved protocols electronic database and moves it to the terminated protocols database.
6. POST-APPROVAL MONITORING 

The purpose of the formal Post-Approval Monitoring Program is to ensure that research and teaching activities involving live vertebrate animals are conducted in accordance with regulations and are consistent with the IACUC-approved Animal Study Protocol and amendments. 
6.1 Policy
Animal Study Protocols will be subject to post-approval monitoring according to selection criteria below. 

6.2 Procedural Steps
The post-approval monitoring procedures include the following steps: 

a. Monitor Selection – Monitors will be IACUC members or persons designated by the IACUC (typically the IACUC Chair and the Director of Research Integrity & Compliance).
b. Protocol Selection – Protocols will be selected for monitoring based on PI history and/or protocol type. For example:
· PIs with past compliance issues.

· Multiple Survival Surgery (MSS) protocols.

· Pain category D protocols.

· Species requiring satellite housing, i.e., field station.

· Recommendations from Animal Care Staff.
c. Pre-Review – So that monitors have a thorough understanding of the study before the review meeting, they will pre-review the protocol and amendments using the Post-Approval Monitoring Checklist, formulate additional questions, and highlight areas of interest.
d. Notification of Principal Investigator (PI) – IACUC staff will notify the PI approximately 1 month in advance that one or more of their protocols will be reviewed. IACUC staff will call the PI or PI’s designee to answer any questions and schedule the review. Other protocol research personnel and student assistants should make every attempt to participate in the review along with the PI.
e. Protocol Review – The protocol review is conducted in the PI’s office, laboratory or accessible conference room using the Post-Approval Monitoring Checklist and protocol records. 
f. Report of Findings - If necessary, corrective action and timelines are discussed with the PI at the time of the review. A report including findings, recommendations for improvement, action to be taken, and/or follow-up procedures (as necessary) will be submitted to the IACUC for review during a convened IACUC meeting. The PI will receive a copy of the final report, which is filed in the corresponding protocol folder(s) by IACUC staff.
7. STANDARD OPERATING PROCEDURES 

A Standard Operating Procedure (SOP) is a written description of a method for some task or operation. SOPs are often posted in laboratories to make it clear to workers exactly how tasks are to be done. An SOP which describes routine or recurring procedures can be submitted to the IACUC by an investigator or a research team. New SOPs are reviewed and approved by the full IACUC. They do not replace a protocol. 

The advantages of filing an SOP include: 
· Saving time in the preparation of a protocol application; 

· Streamlining the review process (the SOP-part of a project may have already received IACUC approval); and 

· Improving consistency of reviews (SOPs minimize the possibility of a procedure being accepted in one protocol application and rejected or questioned in another).
Because the SOP is a stand-alone document, it may need to be presented in some context for proper evaluation. Materials to assist writing SOPs are posted in the Animal Research forms page at http://www.research.olemiss.edu/iacuc/forms.  
All communication regarding the review and approval of each SOP is maintained electronically and in hard copy in the IACUC office.
7.1 Submission

The author/s prepares and submits an electronic copy of the SOP to the IACUC office at askiacuc@olemiss.edu and faxes the signature sheet to 915-7577 or emails it to askiacuc@olemiss.edu. IACUC staff open a folder, log SOP in database, screen for completeness, assign number, and file signed copy in folder within two days of receipt. Staff adds the SOP review to the next IACUC meeting agenda. 
The submission schedule is posted at http://www.research.olemiss.edu/iacuc/guidance/members/schedule.  
7.2 Pre-Review

IACUC staff screens the SOP for completeness, then sends the SOP to the IACUC for pre-review and informs them and the author/s of the date of the Full-Committee Review (FCR). 

7.3 Full-Committee Review

The same review process used for new protocols or significant amendments sent to FCR is also used to review and approve SOPs. The procedures described in Chapter 3 include staff responsibilities for documents sent to FCR. 
Approval of the SOP may be granted only after review is completed, and with the approval vote of the majority if all members are present or by unanimous vote if all members are not present. 
The Author is informed in writing via e-mail by the IACUC staff of the outcome (modifications needed, approval or approval withheld) of the Full-Committee Review. Procedures are described on Appendix D and Appendix E on pages 39 and 40 respectively.
7.4 Amendments
The author may amend an SOP at any time. All amendments are submitted to the IACUC Executive Committee (IEC) for review and determination of significance. If the IEC determines the proposed changes are significant, the SOP is sent to the IACUC for full committee review (FCR). The FCR procedures are followed. If the changes to the SOP are determined not significant, then the IEC, as designated reviewer, approves the amended SOP. Subsequent amendments to an SOP are numbered distinguishing them from the original SOP (ex. The original number is 05-01, and the amended SOP is numbered 05-01.1).
7.5 Annual Review

SOPs are reviewed annually by the IACUC Executive Committee. Once a month, IACUC staff checks for SOP annual reviews due. Staff sends PIs 2 email alerts and partially completed review forms beginning 2 months before the review is due. 

Authors must submit via fax (915-7577) a completed Annual Review form noting if they are going to change the SOP based on any improvements made in the procedure in the past year, and if any new information on refinement, replacement or reduction has emerged from their lab or has been published in the past year. 

7.6 Approval 
Once approved, SOPs can be referenced in existing or future protocol applications. A protocol amendment must be submitted to add an SOP to an existing protocol. The Principal Investigator can reference an SOP and include other procedures as part of the protocol application. 
7.7 Retiring an SOP
SOPs not referenced in a protocol submission over a 3 year period may be retired unless the author requests otherwise. If the author leaves the University or is no longer interested in maintaining the SOP, then the IACUC shall seek a new author from other faculty who have referenced that SOP in their own protocols. If no one agrees to maintain the SOP, it is retired, and future protocols cannot reference that SOP.

SOPs may be retired at any time and for any reason by the author/s using an SOP Annual Review form. IACUC staff files retired SOP folders in the terminated protocols file drawer.

8. SEMIANNUAL REVIEWS 

Two important responsibilities of the IACUC include a semiannual review of the animal care and use program and inspection of animal facilities (PHS Policy IV.B.1 and IV.B.2; AWAR §2.31, c, 1 and §2.31, c, 2). The University of Mississippi Animal Care and Use Program semiannual animal facility inspections are conducted in April and October, and semiannual program reviews in May and November.
 8.1 Animal Facility Inspection Procedures

There are three levels of responsibility regarding the conduct of facility inspections; level 1 refers to those of the IACUC Research Compliance Specialist (RCS), level 2 to the Attending Veterinarian (AV) who serves as the Team Leader and level 3 to those of the Inspection Team Member.

Level 1 – RCS Responsibilities  

a. Develops an inspection rotation schedule. The Inspection Team consists of the AV and two other IACUC members. Members normally participate in an inspection once every two years. Members not able to participate during their rotation are switched to another rotation month. The RCS revises the inspection schedule to reflect changes in rotation and/or membership. A revised copy is provided IACUC members.

b. Contacts inspection team members about facility inspection informing them to coordinate with the Team Leader.

c. Provides team members facility inspection materials, including: Administrative SOP A03; OLAW Sample Semiannual Facility Inspection Information; previous animal facility inspection report; inspection review form; list of rooms by building and PI with active protocols; and other information as necessary.

d. Provides one-on-one training in addition to the mandatory training for animal facility inspectors (See 8.2 below).

e. Informs team members: 1) to obtain a tetanus vaccine if they have not had one in the past 10 years because they may come in contact with animals during the semiannual inspections. The ORSP Division of Research Integrity and Compliance pays the fee and provides members an authorizing memo to take with them to Employee Health Services; 2) to wear protective clothing, gloves, masks, etc., as necessary during the inspections; and 3) to come prepared with medication if they suffer from allergies or asthma, because they may be at risk of developing allergies or suffer from an asthma attack as a result of exposure to laboratory animals, laboratory animal feed, or laboratory animal bedding. 

f. Sends the final findings report to each principal investigator.  
g. Adds the inspection findings to the next scheduled IACUC meeting agenda.
h. Drafts a summary to attach to the Semiannual Report to the Institutional Official.
i. Provides follow-up assistance, as necessary, to the Inspection Team Leader. 
j. Maintains a copy of all reports electronically and in the IACUC files. 
Level 2 – Attending Veterinarian Responsibilities

a. Serves as Team Leader.
b. Contacts team members to schedule date/time of inspection.

c. Meets team members at pre-determined location and escorts them to the animal facilities.

d. Inspects animal facilities.

e. Drafts a report of findings, including all team member reports and the deficiency category (acceptable, minor or significant), location (building and room), a description of the deficiency, timetable for correction, and person responsible. 
f. Routes inspection report to team members for review and approval. 

g. Sends final inspection report to the RCS.

h. Conducts, alone or with team members, an informal, unannounced inspection of labs cited with minor non-compliances.

i. Coordinates follow-up report with team members if they participated.

j. Provides a final report of corrections completed or progress made to the RCS. Corrections completed will be so noted on the follow-up facility inspection report.
Level 3 – Inspection Team Member Responsibilities
a. Coordinates date and time of inspection with Team Leader.

b. Meets team members at pre-determined location.

c. Inspects animal facilities.

d. Sends findings to Team Leader.

e. Reviews and communicates approval of inspection report to Team Leader.

f. Participates in unannounced follow-up inspection of labs cited with minor non-compliances as necessary.

g. Sends findings to Team Leader.

h. Reviews and communicates approval of follow-up inspection report to Team Leader.

8.2 Mandatory Training for Animal Facility Inspectors

IACUC members on an animal facility inspection rotation are required to complete the AALAS Learning Library course ‘Maintaining Animal Procedure Areas.’ The online course prepares members for this activity and takes approximately 1 – 1 1/2 hours to complete. It is accessible from the AALAS Learning Library site www.aalaslearninglibrary.org. 

IACUC members also are required to take the ‘Laboratory Animal Allergy’ online course. This course is designed to provide a basic understanding of how laboratory animal allergies are acquired, steps to prevent them from occurring, and how an effective occupational health and safety program can help control and monitor their prevalence within an institution.
Members who have taken the “Maintaining Animal Procedure Areas” course but would like a refresher are informed about the "The Semiannual Facility Inspection” AALAS online course. The course offers training through an interactive scenario of a typical inspection, in which compliance issues are identified in video vignettes and then addressed later in the course. The course can be accessed under the Regulatory and IACUC Compliance track / Working with the IACUC Courses. 

Members are made aware of two additional resources for IACUC members conducting facility inspections, the UM Animal Resources staff facility inspection slideshow and the Office of Research Integrity (ORI) Facility Inspection video guide (http://ori.hhs.gov/education/products/IACUC/home.html). Members are encouraged to view these resources.

 8.3 Program Reviews

There is no specific guidance by the AWAR and PHS Policy regarding the method each institution uses to conduct the semiannual program review. The UM IACUC has traditionally conducted the program review at a designated regular meeting during which all members present can participate. However, members have the option to complete the program review checklist prior to the designated meeting, and submit it electronically, by campus mail, or hand delivery.  

Program Review Procedures 

The OLAW Sample Semiannual Program Review Checklist has been adapted for use to conduct the review. Members are encouraged to visit the IACUC office, review program files, and interview investigators and key administrative and animal care staff. Members are reminded that, although some things may not be in place at the time of the review, plans to address issues may be in the planning and development stages and should be duly noted on the checklist.

a. The IACUC Research Compliance Specialist (RCS) updates program review materials as necessary two months prior to conducting the program review.

b. A brief review of the checklist is conducted one month prior to its completion by the IACUC Chair at a regularly scheduled meeting. 
c. The RCS provides new members one-on-one training using the checklist as a basis for review and discussion prior to its completion. One-on-one sessions are also available for all IACUC members as requested.

d. The RCS provides a copy of this form to each IACUC member prior to and at the designated IACUC meeting. 

e. The RCS compiles responses and adds the report to the next scheduled IACUC meeting agenda.
f. A summary of the program review is prepared by the RCS and attached to the Semiannual Report to the Institutional Official.
g. The RCS maintains a copy of the program review report in the IACUC files. 

8.4 Semiannual Report to the Institutional Official
The IACUC’s Report of the Semiannual Evaluation of Animal Care and Use Program and Inspection of Animal Facilities advises the Institutional Official (IO) of the status of the institution’s compliance, establishes plans and schedules for correcting deficiencies necessary to either maintain or achieve compliance, and makes recommendations to the IO regarding any aspect of the institution’s animal program, facilities, or personnel training. Development of the report is the responsibility of the IACUC RCS. 

The RCS:

· Drafts the Semiannual Evaluation of Animal Care and Use Program and Inspection of Animal Facilities to the Institutional Official.

· Routes the report to the IACUC Executive Committee (IEC) for review and comment.

· Adds review of the report in the IACUC meeting agenda.

· Routes the report to the IACUC prior to review at the next scheduled meeting.

· Reconciles with IEC, member comments received.

· Prints a final copy.

· Obtains member’s signatures during scheduled meeting.

· Makes 2 copies and submits report to the IO.

· Maintains copies in IACUC files.

9. MINORITY VIEWS 

Institutions must maintain records of minority views expressed (1) as recommendations to the Institutional Official and/or (2) during semiannual inspections. These minority views must be included in the Annual Report to OLAW. PHS requirements for recording and reporting minority views are described in the PHS Policy at IV.E.1.d. 

9.1 Definition
Some IACUCs have expressed confusion about the difference between a minority view and a dissenting vote. 
Both protocol approval and suspension of animal study protocols by the IACUC require a majority vote of a quorum of the IACUC. Although an IACUC member’s dissenting vote on these issues must be recorded in the minutes, this does not constitute a minority view for reporting purposes.

A minority view, for reporting purposes, relates to a member’s disagreement with the majority of the membership regarding issues raised as part of the semiannual facility inspection and program review. 

9.2 PHS Policy and AWA Regulations

PHS Policy (IV,E,1,d) requires institutions to maintain copies of minority views of semiannual reports. PHS Policy (IV,F,4) requires that minority views filed by IACUC members be forwarded (via the Institutional Official) to the NIH Office of Laboratory Animal Welfare (OLAW) along with the annual report to NIH/OLAW. If the minority views relate to an IACUC action that is required to be reported promptly (PHS Policy IV,G,3), they should be provided to NIH/OLAW at that time. 
The AWAR (§2.31.c.3; §2.35,a,3) also requires maintaining records of semiannual reports, including minority views.
9.3 Submission

Normally, minority reports are very few. The IACUC devises reasonable compromises to resolve difficult problems. Any dissenting member generally votes “no” on an issue with regard to the semiannual report to the Institutional Official (IO) and requests that a notation be made in the regular committee minutes. However, a member may write a full minority opinion if so desired and submit it to the IACUC Research Compliance specialist (RCS) via email (askiacuc@olemiss.edu) or campus/regular mail (100 Barr Hall, University, MS 38677). This opinion then becomes part of the official report to the IO and OLAW.

9.4 Reporting

Both PHS Policy (IV,F,4) and AWAR (§2.31,c3) mandate that minority views be attached to the Semiannual Report to the Institutional Official and included in the OLAW Annual Report. The RCS ensures that minority views are included in both reports.  
10. REPORTABLE EVENTS 

Reportable incidents include activities such as the suspension of an activity by the IACUC, a serious deviation from the Guide, and/or serious or continuing noncompliance with PHS Policy. They are reported in accordance with applicable provisions of the Animal Welfare Act [AWA §2143(a)(7)(A) & (B)(ii) & (iii) and AWAR §2.31(c)(3)], the Guide for the Care and Use of Laboratory Animals (Guide), the UM Assurance # A3356-01 and PHS Policy [Section IV.F., Paragraph 3].  

10.1 Serious Noncompliance

A noncompliance is considered serious if animal activities are conducted in a manner that does not adhere to regulations and guidelines. Leaving animals without institutional protection places the institution’s eligibility for receiving PHS and other support in jeopardy (PHS Policy IV.F.3). The IACUC must report serious noncompliances to OLAW, USDA, AAALAC, and/or other funding agencies as applicable.  
Examples of Reportable Events

Examples of incidents that will likely be reported include but are not limited to the following:
· Conditions that jeopardize the health or well-being of animals;

· Conditions that cause the unexpected death of an animal such as mechanical malfunctions or natural disasters; 

· Conduct of animal-related activities without appropriate IACUC review and approval; 

· Implementation of a significant change to an IACUC approved protocol without prior IACUC approval;

· Conduct of animal-related activities beyond the protocol expiration date; 

· Failure to correct deficiencies identified during the semiannual evaluation in a timely manner;

· Chronic overcrowding of animals;

· Failure to monitor animals after surgery;

· Post operative complications resulting from failure to provide adequate care;

· Failure to maintain animal-related records;

· Failure to ensure death of animals after euthanasia procedure; and
· Participation in animal-related activities by individuals who have not been determined by the IACUC to be appropriately qualified and trained.
10.2 Investigation and Reporting 

Reports of suspected noncompliance can be made by and to anyone, e.g., animal care staff, Attending Veterinarian, research personnel, IACUC member, administrative staff, or self reporting investigator. However, the suspected noncompliance must eventually be presented to the IACUC Executive Committee (IEC) for investigation. 
All communication regarding the investigation and reporting of noncompliance is maintained electronically and in hard copy by the IACUC Research Compliance Specialist (RCS) in the IACUC office.
Investigation Procedures
a. A report of alleged noncompliance is received by the IACUC office.

b. The RCS notifies the IACUC Executive Committee (IEC). This item is added to the IEC meeting agenda by the RCS.

c. The IEC discusses the alleged noncompliance at the next meeting, including results of any preliminary and future investigative activities.

d. If the noncompliance is not substantiated, no further action is taken.  

e. If the noncompliance is substantiated, a member of the IEC contacts OLAW and/or other funding agency, and informs them and the Institutional Official. 

f. The IEC meets with the PI to discuss the noncompliance and recommendations for correction and prevention of future occurrences. 
g. The IEC also meets with the PI’s department chair to discuss the noncompliance and recommendations for correction and prevention of future occurrences.
h. The PI submits a plan for correction with timetable for completion and sends it to the RCS.

i. The RCS emails the PI’s plan to the IEC.

j. The IEC reviews and comments on the plan requesting modifications as necessary.
k. The final correction plan with timetable for completion submitted by the PI is sent to the IEC for final review and prepared for presentation to the full IACUC.

l. The Chair presents the reportable event to the full IACUC along with the PI’s plan for correction and timetable for completion. 

m. The IACUC reviews and comments and either approves the plan or requests modifications. If the plan is approved as is, the IACUC staff ensures the PI receives a letter from the IACUC Chair detailing all requirements for correction and timetable for completion. If modifications are requested, the IEC conducts a final review and approves the correction plan and timetable. The IACUC staff sends the PI a signed letter from the IACUC Chair detailing all requirements for correction and timetable for completion.
n. IEC writes a report to OLAW, USDA, AAALAC, and/or other funding agency.

Time Frame for Reporting to OLAW
Matters falling under PHS Policy IV.F.3 should be reported promptly, i.e., without delay. Since IV.F.3 requires a full explanation of circumstances and actions taken and the time required to fully investigate and devise corrective actions may be lengthy, the IEC provide a preliminary report to OLAW as soon as possible and follow-up with a thorough report once action has been taken. Preliminary reports may be in the form of a fax, email, or phone call. Reports are submitted as situations occur, and not collected and submitted in groups or with the annual report to OLAW.
Information to Be Reported 

As many of the following items of information as possible are included in the initial contact with OLAW. A follow-up report may address anything not known at the time of the initial report and should summarize the institution's corrective action. If a long term plan is necessary, it should describe the plan and include a reasonable schedule. This information will allow OLAW to assess the circumstances and actions taken to correct and prevent recurrence of the situation. 

Information to be included: 
· Animal Welfare Assurance number; 
· Relevant grant or contract number(s) if the situation is related to an activity directly supported by PHS; 
· A full description of any potential or actual affect on PHS-supported activities if the situation is not directly supported by the PHS but is in a functional, programmatic, or physical area that could affect PHS-supported activities (e.g., inadequate program of veterinary care, training of technical/husbandry staff, or occupational health; inadequate sanitation due to malfunctioning cage washer; room temperature extremes due to HVAC failures); 
· Full explanation of the situation, including what happened, when and where, the species of animal(s) involved, and the category of individuals involved (e.g., principal or co-principal investigator, technician, animal caretaker, student, veterinarian, etc.); 
· Description of actions taken by the institution to address the situation; and
· Description of short- or long-term corrective plans and implementation schedule(s). 

Preliminary and final reports should be made to: 

Director, Division of Compliance Oversight
Office of Laboratory Animal Welfare
National Institutes of Health
Rockledge 1, Suite 360, MSC 7982
6705 Rockledge Drive
Bethesda, MD 20892-7982
Phone: 301-594-2061
FAX: 301-402-2803
E-mail: olawdco@mail.nih.gov 

11. SUSPENSION OF AN ACTIVITY 

The IACUC has the authority to suspend any research at the University of Mississippi for serious violations of the institutional animal care and use policy, 1) only after review of the matter at a convened meeting of a quorum of the IACUC, and 2) with the suspension vote of a majority of the quorum present. The investigative and reporting procedures detailed in Chapter 10 are followed. 
All communication regarding the investigation, suspension of an activity (protocol study) and reporting of action taken is maintained electronically and in hard copy by the IACUC Research Compliance Specialist (RCS) in the IACUC office.
11.1 Vote to Suspend

A majority of the quorum present must vote to suspend an activity at a convened meeting of a quorum of the IACUC. After voting to suspend an activity, the IACUC (usually the Chair) must then notify the Institutional Official (IO) and jointly review the reasons for suspension and take appropriate corrective action. The IO must then notify USDA, PHS, and any other federal agency that provided funds for the suspended project.
As a best practice, the letter reporting a suspension includes specific details as follows:

· Detailed description of the problem.

· How and when the IACUC became aware of the problem.

· What the IACUC did to investigate the problem.

· What the IACUC found upon investigation.

· Date of the convened meeting in which a majority of a quorum of voting members suspended the project.

· Action taken to correct the immediate problem.

· Action taken to prevent further problems of this type.

11.2 Sanctions

The University of Mississippi may impose sanctions upon individuals, laboratories, divisions and/or departments for failure to comply with regulations and guidelines set forth by the United States Department of Agriculture in the Animal Welfare Act (CFR 9) as amended, the National Institutes of Health “Guide for the Care and Use of Laboratory Animals” (revised 2011), Public Health Service Policy, and policies set forth by the University of Mississippi Institutional Animal Care and Use Committee (IACUC). Examples of sanctions imposed or potential consequences include disciplinary action, fines, imprisonment, lawsuits, loss of certification, suspension of research activities, loss of reputation, bad publicity, or loss of ability to make grant-related decisions at the University-level.
12. REPORTING RESEARCH ANIMAL CONCERNS 


The University of Mississippi strives to uphold the highest standards for care and use of research animals. The Institutional Animal Care and Use Committee (IACUC) has several routine oversight and monitoring procedures, based on federal regulations and AAALAC guidelines, for assuring these standards are met. This policy affords an additional means of care and use oversight – reporting by any person of perceived sub-standard care or noncompliant research animal use. This policy follows the federal regulations, which include protections for individuals who report concerns.

Concerned persons should consider first expressing their concerns directly to laboratory personnel involved with the animals or research in question in order to resolve the concerns.  However, even when concerns are resolved in such a manner, they may still be reported.
12.1 Pertinent Regulations

“The IACUC shall... review, and, if warranted, investigate concerns involving the care and use of animals at the research facility resulting from public complaints received and from reports of noncompliance received from laboratory or research facility personnel or employees.” Animal Welfare Act [9 CFR §2.31(c) (4)].
The University will ensure that individuals reporting deficiencies in animal care and treatment are not discriminated against or subject to any reprisal for reporting violations of regulations or standards. Animal Welfare Act [9 CFR §2.32(c) (4)].
12.2 Submitting Research Animal Concerns

Concerns may be submitted anonymously, in person, in writing, or electronically to the Attending Veterinarian, the IACUC Chair, or the Institutional Official. At any time, an employee, student, or other observer may consult about research animal concerns and about reporting those concerns with any of these individuals. Any individual who wishes to be informed of the outcome of an investigation may provide their contact information. The investigative and reporting procedures detailed in Chapter 10 are followed. 

The IACUC Research Compliance Specialist (RCS) is responsible for maintaining all communication regarding the investigation of research animal concerns and subsequent communication electronically and in hard copy in the protocol files kept in the IACUC office.

13. TRAINING AND EDUCATION 

AWARs and PHS Policy require institutions to ensure that people caring for or using research animals are qualified to do so. Personnel caring for animals should be appropriately trained and the institution should provide for formal or on-the-job training to facilitate effective implementation of the program and humane care and use of animals. Further, USDA Policy #15, detailed in the March 7, 2006 APHIS Animal Care Stakeholder Update on Revised Policies, requires IACUC members to receive training to prepare them to oversee the animal care and use program.
The University of Mississippi conducts several categories of training, including web-based, procedural, and orientation. Additionally, UM arranges for attendance at various conferences, seminars/workshops conducted by OLAW, USDA, AAALAC, AALAS, NCURA, PRIM&R, Vicon Publishing, Inc., etc. 
13.1 Web-based 

Web-based training is available to faculty, staff, graduate/undergraduate students, and IACUC members. Arrangements for accessing web-based training courses are made by the IACUC Research Compliance Specialist (RCS) and Student Assistant (SA).
13.1.1 The American Association of Laboratory Animal Science (AALAS) Learning Library (ALL) provides training that is essential for technicians, veterinarians, managers, IACUC members, and investigators working with animals in a research or education setting. The training includes courses about the specific species with which personnel will be working. ALL courses are accessible online and designed to help individuals study for AALAS certification, meet training mandates of regulatory agencies, and improve their knowledge in technical areas by emphasizing the appropriate handling, care and use of research animals.
IACUC members are required to take the “Essentials for IACUC Members” course in the ALL Regulatory and Compliance track. This training complies with USDA Policy #15.

Research personnel, IACUC members and administrative staff receive instructions to access the training courses by the RCS or SA. The RCS or SA tracks progress in completing mandatory training.
13.1.2 The OLAW IACUC Staff Outreach is a free online seminar series to help Institutional Animal Care and Use (IACUC) staff explore their responsibilities in the oversight of PHS-funded research that involves the use of live vertebrate animals. The series is tailored to IACUC staff, but IACUC members, veterinarians, compliance personnel, animal care staff and others involved in PHS-Assured institutions’ animal programs can attend the seminars. Interested individuals are encouraged to review the online seminar list, register for seminars of interest, and report their experience to the IACUC at askiacuc@olemiss.edu. 
13.1.3 Public Responsibility in Medicine and Research (PRIM&R) and AAALAC International offer web-based seminars, or "webinars." The “webinars” are accessible online and designed to provide individuals 1) information on issues relevant to the research animal care and use community, and 2) opportunities to meet training requirements while improving their knowledge in the care and use of research animals. The benefits of a webinar include timely coverage of “hot” topics, in-depth focus on emerging issues, expert insights and information on complex subjects, and participation by individuals from a central site or from the comfort of their own desk. Interested individuals are encouraged to contact the IACUC staff (askiacuc@olemiss.edu or 915-7482) for information and assistance.
13.2 Occupational Health and Safety
The UM Environmental Health and Safety Department schedules and maintains safety training in biological, pathogen, and chemical, radiological materials and ionizing radiation-producing devices on the Oxford Campus. These training requirements apply to faculty, staff, graduate and undergraduate students when they are working in these areas in an animal study protocol, as well as visiting investigators working with these materials under the supervision of trained University personnel on the campus. Each Principal Investigator is responsible for ensuring all personnel listed on or added to an IACUC-approved study obtain Health & Safety training before beginning work with research animals. 
As part of the occupational health program, personnel must:

a. Complete AALAS Learning Library online training specific to the species with which they will be working, and health & safety training from the UM Health and Safety Department.

b. Complete mandatory training in performance of surgical techniques in the procedure(s) and species indicated and receive surgery proficiency certification by the Attending Veterinarian (AV) if conducting surgery. 

c. Complete AALAS Learning Library “Lab Animal Allergy” course.
d. Submit the Occupational Health Evaluation and OHSP Risk Inventory forms for review and recommendations by the Occupational Health Physician and the Attending Veterinarian respectively. 
e. Check when last received a tetanus vaccination. Personnel are strongly urged to get a tetanus vaccination if they have not had one in the past 10 years as recommended by the Centers for Disease Control and Prevention. 
The IACUC Research Compliance Specialist (RCS) and/or Student Assistant (SA) track progress. 

13.3 Procedural 

13.3.1 PIs will sometimes ask the Attending Veterinarian to train them and their research personnel on a procedure specific to their animal study. The veterinarian keeps track of all training activities and provides that information to the RCS. The RCS includes this training in the monthly Training and Education Report to the IACUC.
13.3.2 If an outside consultant is providing training, for instance training investigators/research personnel on the use of a piece of equipment, the IACUC Research Compliance Specialist (RCS) requests the consultant provide proof of experience in using the equipment and in the procedure they are training on. If the consultant is from a PHS Assured institution, the RCS requests a copy of the approval notice of the study in which they used the equipment, the consultant’s resume, and notice from their IACUC Chair that they are qualified to use the equipment and conduct the training on the procedure. The RCS maintains this information in the corresponding protocol folder.
 13.4 IACUC Orientation

There are four types of orientation sessions conducted annually, planned, departmental, principal investigator, and one-on-one. The purposes of the orientation sessions are 1) to provide an open forum for faculty, research personnel, and graduate students to ask questions, 2) to find out about the UM Animal Care and Use Program, 3) to be informed about changes to federal and/or UM policies, procedures and regulations, and 4) to meet members of the IACUC, its staff, and staff of the Division of Research Integrity and Compliance. 
The RCS provides the IACUC a summary of each session in the monthly Training and Education Report. This report is also included in internal departmental and university-wide annual reports. The reports are maintained in the IACUC office files.

13.4.1 Planned sessions are conducted in the Fall and Spring Semesters. 
Procedures
a. The RCS is responsible for ensuring all arrangements for the Fall and Spring IACUC Orientation sessions are completed, including: 
1. Obtaining the date and time appropriate for each session. 

2. Informing Administrative Secretary (Admin Sec) of session dates and times to arrange meeting room space.

3. Developing a flyer with logistical information.

4. Sending notice with attached flyer to PIs and research personnel.

5. Reviewing and updating handout materials and sending to Student Assistant (SA).

6. Coordinating with Admin Sec and SA.

7. Sending handout materials to Admin Sec for copying (color & black & white)

8. Requesting pocket folders from Admin Sec.

9. Participating in sessions.

10. Drafting summary report of feedback received.

11. Reporting to IACUC.

12. Maintaining session folders in IACUC files.
b. The SA is responsible for the following:

1. Creating new handout materials. 

2. Reviewing and updating current handout materials.

3. Assembling folders.

4. Setting up meeting room.

5. Handing out folders to participants.

6. Participating in sessions.

7. Collecting feedback forms.
c. The Admin Sec is responsible for the following:
1. Arranging meeting room space.

2. Tracking RSVP calls/emails and reporting to RCS. 

3. Making copies of handout materials.

4. Ordering pocket folders.
13.4.2 Departmental sessions are conducted by request from the department chair. The procedures listed below are followed:
a. The department chair requests a departmental orientation session. Session requests usually are sent to the RCS.
b. The RCS coordinates date and time with department chair and IEC.

c. The RCS coordinates session arrangements with the SA and Admin Sec including, preparation of session materials, meeting room set-up, assembling materials folder, etc.
13.4.3 Principal Investigators occasionally request an orientation session for their research assistants, e.g., post-doctoral, graduate and undergraduate students. The listed procedures are followed:
a. The PI requests an orientation session. Session requests usually are sent to the RCS.

b. The RCS coordinates date and time with PI and IEC.

c. The RCS coordinates session arrangements with the SA and Admin SEC including, preparation of session materials, meeting room set-up, assembling materials folder, etc.
13.4.4 One-on-one training (phone, email, face-to-face) is provided to new and veteran investigators, students, and research assistants/technicians and to IACUC members as necessary. The RCS and SA make all arrangements and conduct these sessions as requested.
13.5 Seminars, Workshops and Conferences
Members are informed about and provided the opportunity to participate in seminars, workshops, conferences or other training and education sessions throughout the year, including those sponsored by Vicon Publishing Inc.’s Audio/Web Seminars, American Association of Laboratory Animal Science (AALAS) Webinars, National Council of University Research Administrators (NCURA), OLAW, USDA, PRIM&R, AAALAC, etc. The RCS manages all event activities coordinating with the IEC, SA and Admin Sec. 
13.6 Educational Materials Distribution

In addition to the above, the Animal Resources Office and the IACUC Office staff maintain mailing lists of all IACUC members, principal investigators, department heads, instructors, technicians, and project personnel working with animals. Educational materials are distributed via email as needed. Particular attention is given to alternatives and refinement resources (i.e. computer-based training modules, simulations, new online databases, and so forth).

 14.  APPENDICES

Appendix A:
Pain and Distress (P & D) Categories

GUIDANCE
The categories below reflect the potential levels of pain, discomfort, and/or distress in common lab procedures. The examples are not exhaustive and are only to guide PIs and the IACUC.  They cannot cover the range of severity and duration of P & D in specific study procedures, which must be considered in assigning categories.

Where appropriate, PIs should assign research groups undergoing different procedures to separate categories. The IACUC determines the final pain category. PIs’ Annual Updates should include any category changes that occurred during the course of the study. 

DEFINITIONS

Pain
Pain is an unpleasant sensory and emotional experience associated with actual or potential tissue damage or described in terms of such damage.

Distress
Distress is the state associated with conditions which significantly compromise the welfare of an animal, which may or may not be associated with pain, and where the animal must devote substantial effort or resources to the adaptive response to environmental challenges.
Discomfort
Discomfort is viewed as a mild form of distress.
CATEGORIES 

      
A

The research involves procedures that would be expected to produce no pain or involves momentary, slight pain or discomfort.
· Breeding

· Injection

· Venipuncture (blood sampling)

· Collection of tissues preceded by approved methods of euthanasia

· Behavioral testing without stress

· Toxicity testing in which no pain is expected

· Naturalistic observations

      
B

The research involves procedures that are expected to produce minor short-term pain which will be treated with appropriate anesthetics/analgesics or procedures that are expected to produce minor distress.
· Short-term physical restraint of animals

· Induction of minor behavioral stress

· Minor surgical procedures with anesthesia (exposure of blood vessels, implantation of catheters in superficial vessels for chronic studies)

· Field studies that will involve trapping and releasing wild animals and may include other minor procedures such as banding or tagging

· Chronic maintenance of animals with a disease or functional deficit that involves minor pain or distress

      
C

The research involves procedures that may induce moderate pain which will be treated with appropriate anesthetics/analgesics or procedures that may induce moderate distress.  

· Major surgery with anesthesia (both survival and terminal)

· Inducement of a functional deficit (e.g., inflammation induced by adjuvants and tumor inducement)

· Toxicological, microbiological, or infectious disease research that requires continuation until significant clinical signs are evident and death is not the endpoint

· Prolonged physical restraint of animals

· Prolonged food or water deprivation

· Induction of more than minor behavioral stress

      
D

The research involves the potential for pain, and greater than moderate distress which cannot or will not be alleviated through the administration of appropriate anesthetic, analgesic or tranquilizer drugs.  

· Toxicity testing – infectious agent challenge where death is the endpoint

· Chronic maintenance of a disease or functional deficit where death is the endpoint

· Studies causing inflammation, tissue damage, or neoplasia that result in morbidity or mortality which is not the result of euthanasia

· Application of noxious stimuli from which escape is impossible

· If animals experience more than momentary pain, appropriate anesthetics/analgesics are required for categories B or C.  (‘Momentary pain’ is no greater than the severity and duration of common injection pain) 

· Category D protocols require consultation with the AV and written justification (which goes in the annual report to USDA)

The University of Mississippi Institutional Animal Care and Use Committee – Approved June 29, 2007

Appendix B:
New Protocol/Non-Personnel Amendment Submission Process
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Appendix C:
Designated Member Review Process

 SHAPE  \* MERGEFORMAT 



Appendix D:
Full Committee Review Process – All Members Present

 SHAPE  \* MERGEFORMAT 



Appendix E:
Full Committee Review – All Members Not Present
 SHAPE  \* MERGEFORMAT 




Appendix F:
Submission Process for Personnel Change Only Amendments


[image: image7]
*If PI 1) is leaving institution, 2) is no longer able to serve as PI, or 3) is transferring study to another investigator, the Non-Personnel Protocol Amendment form must be submitted. This is considered a significant change. Follow procedures for New Protocol/Amendment Submission Process. 
Principal Investigator (PI) prepares protocol or amendment.


Category C or D protocols must be discussed with Attending Veterinarian to guide writing.


CATEGORY D PROTOCOLS/AMENDMENTS GO TO FULL-COMMITTEE REVIEW.








Staff sends completed protocol to IACUC for review and comment (5 working days)





Staff sends completed amendment to IACUC Chair and Attending Veterinarian for review.





Staff logs protocol, screens for completeness & assigns number (approx. 2 working days internal response time). [Staff continues to work with PI until application is complete]





Staff logs amendment and screens for completeness (approx. 2 working days internal response time). [Staff continues to work with PI until amendment is complete]








PI submits one completed amendment via email to � HYPERLINK "mailto:askiacuc@olemiss.edu" ��askiacuc@olemiss.edu� and faxes signature sheet to x7577. Amendment will not be sent to IACUC until it is complete and signature page is received by IACUC office.





PI submits one completed application via email to � HYPERLINK "mailto:askiacuc@olemiss.edu" ��askiacuc@olemiss.edu� and faxes signature sheet to x7577. Protocol will not be sent to IACUC until it is complete and signature page is received by IACUC office.








NEW PROTOCOL





NON-PERSONNEL AMENDMENTS





IACUC comments sent to IACUC office





If determined non-significant, staff obtains Chair and Attending Veterinarian signatures





If determined significant, staff sends amendment to IACUC for review and comment (5 working days)





Staff emails approval to PI





Chair assigns DRs and informs IACUC staff 





Staff schedule Full-Committee Review  





YES





NO





1 or more IACUC members call for full-committee review?





Staff emails assignment notice and protocol materials to DRs 








Staff files amendment & corresponding materials in protocol folder





DRs reach consensus and submit comments to staff





DRs review protocol/amendment after they are notified (5 working days) ☼





PI sends response to DR comments to staff








DRs review PI response, reach consensus, approve protocol/amendment and notify staff.





DRs review PI response, request further modifications & send to staff





Staff sends PI letter of approval








Staff files documents in folder and updates database





DRs review PI response, do not reach consensus & request FCR





Staff follows FCR process





Staff compiles IACUC comments and sends to designated reviewers (DRs) assigned by Chair 


(2 working days)





☼ DRs at any point in the process, whether they disagree or arrive at consensus, can call for full committee review. A Full Committee Review will result in protocol/amendment approval, request for modifications (to secure approval), or approval withheld.








DRs approve protocol /amendment without modifications & notify staff





DRs call for full committee review








Staff sends DR comments to PI





Staff follows FCR process





PI not satisfied with comments, requests full committee review








Staff follows FCR process





Staff saves comments in file and sends PI response to DRs





DRs review PI response and reach consensus but decide to send to FCR. 





Staff follows FCR process





DRs notify staff





DRs notify staff





PI requests full committee review to resolve modifications requested by DRs








Staff sends PI approval letter, files in protocol folder & updates database








Staff sends PI outcome of FCR








IACUC staff sends letter to PI informing of withheld approval & can resubmit








IACUC member calls for full committee review during initial review period








Category D protocol/amendment sent to the IACUC for full committee review








DRs do not reach consensus; protocol/amendment sent to full committee for review





Members vote to withhold approval





Members vote to approve





DRs call for full committee review








IACUC CHAIR CONVENES QUORUM OF IACUC MEMBERS





Staff files letter in protocol folder








All members are present for review of protocol/amendment





Members vote to require modifications 





Members vote to return revised protocol for FCR at convened meeting








Members send revised protocol to DRs for review & approval 








Chair assigns DRs and informs IACUC staff








IACUC staff informs PI of modifications 








PI submits revised protocol to IACUC staff  








IACUC staff sends revised protocol to DRs








DRs send DRD approving protocol to IACUC staff 








Meeting date confirmed & staff informs IACUC 








IACUC review revised protocol 








DRs send DRD withholding approval to IACUC staff 








PI requests full committee review to resolve modifications requested by DRs








Staff sends PI approval letter, files in protocol folder & updates database








Staff sends PI outcome 








IACUC staff sends letter to PI informing of withheld approval & can resubmit








IACUC member calls for full committee review during initial review period








Category D protocol/amendment sent to the IACUC for full committee review








DRs do not reach consensus; protocol/amendment sent to full committee for review





Members vote to withhold approval





Members vote to approve





DRs call for full committee review








IACUC CHAIR CONVENES QUORUM OF IACUC MEMBERS





Staff files letter in protocol folder








All members NOT present for review of protocol/amendment





Members vote to require modifications 





Members vote to return revised protocol for FCR at convened meeting








Members send revised protocol to DRs for review & approval 








Chair assigns DRs and informs IACUC staff








IACUC staff informs PI of modifications 








PI submits revised protocol to IACUC staff  








IACUC staff sends revised protocol to DRs








DRs send DRD approving protocol to IACUC staff 








Meeting date confirmed & staff informs IACUC 








IACUC review revised protocol 








DRs send DRD withholding approval to IACUC staff 








Any member can request to see revised protocol &/or send it back to FCR








No changes needed. Staff begins a personnel amendment sheet to track requirements completed





Staff conducts administrative review of personnel change amendment (approx. 2 working days internal response time)





Staff sends welcome letters to personnel w/ cc to PI





Staff emails approval to PI w/ cc to Animal Facility Supervisor & approved personnel





Principal Investigator (PI) submits personnel change amendment* electronically to � HYPERLINK "mailto:askiacuc@olemiss.edu" �askiacuc@olemiss.edu� providing names, email addresses, and duties of personnel to be added to protocol








Changes needed. Staff returns amendment to PI for corrections








PI submits corrected copy of amendment electronically to � HYPERLINK "mailto:askiacuc@olemiss.edu" �askiacuc@olemiss.edu�. If changes needed, staff resends to PI.





Staff periodically checks personnel progress & updates PI





Staff obtains IACUC RCS approval signature





Staff files copy of amendment and corresponding materials in protocol folder & updates database





Staff notified health forms have been sent to the AV and occupational health physician for review and recommendations. Forms received in IACUC office





Staff sends notice to Admin Sec to prepare folder and envelopes for each individual’s health forms 





IACUC RCS files health folders in locked cabinet





Staff notified of species specific & health & safety training completion & copies training transcripts





Staff faxes page 3 of OHSP Risk Inventory to Animal Facility Supervisor





Staff verifies that all training and occupational health requirements have been met
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