CSI, CUNY, PRINCIPAL INVESTIGATOR'S MANUAL FOR RESEARCH INVOLVING ANIMALS AS SUBJECTS


COLLEGE OF STATEN ISLAND, CITY UNIVERSITY OF NEW YORK

PRINCIPAL INVESTIGATOR'S MANUAL

FOR SUBMITTING PROPOSALS FOR REVIEW BY THE CSI

 INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE
3I. THE PURPOSE OF THIS MANUAL


3II. INTRODUCTION


4III. IACUC COMPOSITION


5IV. DEFINITIONS


8V. INITIAL REVIEW PROCESS


8A. Deadlines


9B. Instructions for Completing the IACUC Protocol Application


9New or Update


91. Application Section I


112. Application Section II


15VI. ANNUAL UPDATE


15A. Instructions for Completing the Annual Update Form


151. Annual Update Form Section I


162. Annual Update Form Section II


19VII. PROTOCOL AMENDMENTS OR MODIFICATIONS


19A. Instructions for Completing the Amendment Form


201. Amendment Form Section I


202. Amendment Form Section II


22B. Instructions for Completing the Amendment of Personnel ONLY Form


221. Amendment of Personnel ONLY Form Section I


23VIII. TRAINING


23A. General


24B. CITI


29IX. ADDITIONAL INFORMATION


29A. Signature


29B. Reporting Unanticipated Problems and Changes in Protocol


29C. Concerns Regarding Animal Care and Use


30D. Holding Protocol


31E. Links




Note: Please read this manual carefully. It contains important information that will help PIs complete the IACUC Protocol Application and other documents. Failure to follow instructions may result in a delay in the approval process.

I. THE PURPOSE OF THIS MANUAL

This manual is intended as a guide for faculty, students, fellows, staff, and any other individuals who plan to carry out research, training, or testing, whether funded or unfunded, involving animals as subjects. It provides basic information about what materials are needed to apply for approval and how to do it.

All research that is conducted by an individual in connection with his or her institutional responsibilities and/or which involves the use of any of the College’s property or facilities must conform to a standard of ethics reflected in specific regulations of Public Health Service (PHS) Policy on Humane Care and Use of Laboratory Animals and the Animal Welfare Act (AWA).. This includes studies done at the College, at another location, and studies done in the field.
As an Animal Welfare Assured institution, the College of Staten Island (CSI) is monitored by the Office of Laboratory Animal Welfare (OLAW). In addition, as a United States Department of Agriculture (USDA) registered institution, we are also monitored for our compliance with the AWA.  Both agencies monitor our compliance with the Policy and the AWA to ensure the humane care and use of animals in PHS-supported research, testing, and training. We must also maintain compliance with the New York State Department of Health (NYC DoH), who also monitors our work and facilities regularly.
Copies of the Animal Welfare Assurance and of the regulations governing research involving animals as subjects may be obtained from the campus IACUC Office (6S-137). 

II. INTRODUCTION

IACUC Standard Operating Procedures can be found at: http://www.library.csi.cuny.edu/~irb/iacuc/#forms 
Research, training, or testing with animals as subjects, which is conducted by any member of the CSI community (onsite, offsite/in the field) or anyone using CSI facilities, must be reviewed and approved by the CSI Institutional Animal Care and Use Committee (referred to hereafter as the IACUC). The purpose of this review is to allow the IACUC to evaluate the research for its adherence to guidelines and regulations. The IACUC's interest is to ensure the humane care and use of animals in research, testing, and education. 
In order to submit research, teaching, or testing protocols for review, investigators must complete the IACUC Protocol Application which may be obtained through the IACUC Office or by accessing it on-line at http://www.library.csi.cuny.edu/irb/iacuc/#forms
In order to facilitate approval of the application for use of animals as subjects in research, training, or testing it is necessary for all relevant information to be included in the application. It is of equal importance that the document presents a clear and concise explanation of the proposed research project. 
Delays in approval by the IACUC are frequently a result of: 
a) insufficient information

b) relevant information being omitted from the application (or placed in appendices rather than in the text of the application)
c) presenting information in a manner that is too technical and cannot be understood by IACUC members whose backgrounds and areas of expertise vary greatly and 
III. IACUC COMPOSITION

The IACUC is composed of faculty who are engaged in research using animals as subjects, faculty who do not utilize animals as subjects, a non-scientist, and at least one community member who is not affiliated with the City University of New York. 

IV. DEFINITIONS

(from http://grants.nih.gov/grants/glossary.htm) 

 AAALAC – Association for the Assessment and Accreditation of Laboratory Animal Care 

ACLAM - American College of Laboratory Animal Medicine
Animals in Research - Any live, vertebrate animal used for research, research training, biological testing, or related purposes.
Animal Welfare Assurance - Document an institution and all performance sites involving animals in research must have on file with the Office of Laboratory Animal Welfare before a PHS Agency may award a grant or contract.

APHIS – Animal and Plant Health Inspection Services

AV – Attending Veterinarian (at CSI this individual has the title of Consulting Veterinarian)

AVMA - American Veterinary Medical Association 

Biosecurity of animals - includes all measures to control known or unknown infections in laboratory animals.

CDC - Centers for Disease Control and Prevention 

CFR - Code of Federal Regulations 

CITI – Collaborative Institutional Training Initiative  

CV - Consulting Veterinarian

DHHS - Department of Health and Human Services
Experimental Endpoints – The experimental endpoint of a study occurs when the scientific aims and objectives have been reached. 

FASS - Federation of Animal Science Societies 

Field work – Teaching, training, or research conducted in the field by a CSI employee or student where animals are being observed, handled, or 

Humane Endpoints - The humane endpoint is the point at which pain or distress in an experimental animal is prevented, terminated, or relieved.

IACUC – Institutional Animal Care and Use Committee

ILAR - Institute for Laboratory Animal Research  

Institutional Animal Care & Use Committee (IACUC) - Established at institutions in accordance with the PHS Policy on Humane Care and Use of Laboratory Animals with broad, and have broad responsibilities to oversee and evaluate the institutions' animal programs, procedures, and facilities. IACUC review and approval is required for all PHS supported activities involving live vertebrate animals prior to funding.
IVC - Individually ventilated cage

LCT – Lower critical temperatures

Macroenvironment -  The physi​cal environment of the second​ary enclosure (e.g., a room, a barn, or an outdoor habitat).

Microenvironment - The immedi​ate physical environment sur​rounding the animal (i.e., the environment in the primary en​closure such as the cage, pen, or stall).

NIH – National Institutes of Health

OLAW - Office of Laboratory Animal Welfare
Office of Laboratory Animal Welfare (OLAW) - NIH office overseeing compliance with the PHS Policy on Humane Care and Use of Laboratory Animals.
PAM – Post Approval Monitoring

PHS – Public Health Services (US)

Public Health Service (PHS) - Umbrella organization in the U.S. Federal Government consisting of eight HHS health Agencies, the Office of Public Health and Science, and the Commissioned Corps (a uniformed service of more than 6,000 health professionals).  The NIH is the largest Agency within the PHS.

PHS Policy on Humane Care and Use of Laboratory Animals - Term and condition of all PHS awards involving live, vertebrate animals.
Protocol - Formal description and design for a specific research project. A protocol involving animal subject research must be reviewed and approved by an Institutional Animal Care and Use Committee (IACUC).
Research - A systematic, intensive study intended to increase knowledge or understanding of the subject studied, a systematic study specifically directed toward applying new knowledge to meet a recognized need, or a systematic application of knowledge to the production of useful materials, devices, and systems or methods, including design, development, and improvement of prototypes and new processes to meet specific requirements

Terrestrial animal - animals that live on the land, either entirely or mostly.

Thermoneutral zone - The ambient temperature range in which thermoregulation occurs with​out the need to increase metabolic heat production or activate evaporative heat loss mechanisms 

TNZ - Thermoneutral zone 

UCT – Upper critical temperatures

USDA – United Stated Department of Agriculture

Vivarium – Facility for housing animals
V. INITIAL REVIEW PROCESS
1. Submit an IACUC Research application to the IACUC office, 6S 137. Electronic submissions of application are acceptable. However, if the electronic version does not contain a signature, a hard copy must be delivered to 6S-137 for the file. In addition each investigator and their key personnel must complete CITI (Collaborative Institutional Training Initiative, www.citiprogram.org) Certification for work with Animal Subjects. Documentation of CITI completion is to be submitted to the IACUC office (6S-137). 
2. Two members of the IACUC will review the application (Designated Member Review) and the Administrator will inform the principal investigator (PI) of the decision, usually within two weeks of receipt. If revisions are necessary, directions will be provided. Please note that every effort is made to move this process along. However, the speed of completion is dependent upon the PI’s speed of response to revisions. 
3. If Full Committee review is needed, the PIs proposal will be reviewed at a scheduled meeting. The PI will be informed of the IACUC’s meeting date, time, and location. The PI is encouraged to be available to answer any questions the committee may have during the meeting. If minor revisions are needed as a result of the full committee’s review, the proposal will be approved pending the PIs revisions. If substantive revisions are needed, the PI’s proposal needs to be revised and resubmitted for review at the IACUC’s next meeting. 

A. Deadlines

The IACUC's practice is to circulate applications requiring review to designated IACUC members, and have the application available for members who were not designated for the review. Applications to the IACUC must be submitted a minimum of four to eight weeks prior to the start of the proposed research. 

If a Full Board meeting is required, one will be called and the PI will be invited to attend. Any questions, comments or concerns raised by members are discussed at the meeting. After the meeting, results of the discussion are transmitted in writing to the PI. At times a written response will be required from the PI before approval can be given.

It is the PI's responsibility to see that the application is complete (i.e., all questions are answered), required materials are attached (when applicable), the application is submitted in a timely manner, and the PI attends the Full Board meeting when invited. 

Failure to adhere to these requirements may lead to a delay in review and/or approval.

B. Instructions for Completing the IACUC Protocol Application 
(Note: This instruction section is written to coincide with the IACUC Application. For Approval)
The application should stand on its own, without reference to any attached grant proposals or articles published, in press, or under review. (Just cutting and pasting paragraphs from a grant proposal causes confusion during the review process.) In addition, information placed in appendices may be overlooked. The application should provide all information necessary for IACUC members unfamiliar with the experimenter's field of research to be able to evaluate the proposed use and care of animals and the potential benefits. 
New or Update

This application is either

· New: the protocol has never been reviewed by the IACUC 

· Update: 

· the protocol is an update that is required after three consecutive years of activity and requires a full application be completed; 

· the protocol is an update with significant changes to the original protocol that require a full application be completed; or   

· the protocol had previously expired and the researcher would like to re-open the study, which requires a full application be completed                         

1. Application Section I
Section 1, Question I: Provide the following:
· Protocol title (should be the same as the grant title if funded)

· Estimated start date (can not be before approval of the protocol)
· Estimated end date

Section 1, Question II: Principal investigator’s information – answer all questions as directed.
Note: if you check “Other” and the PI is not affiliated with CUNY but is seeking to conduct research involving the use of CUNY facilities they must have a sponsor (faculty advisor) at CSI (full time staff or faculty) as co-PI.
Section 1, Question III: Co-PI’s information. Answer all questions as directed. If you have more than one Co-PI you can cut and past the section. 
Note: if the PI is not affiliated with CUNY this area must have CSI sponsor’s information (faculty advisor: full time staff or faculty).

Section 1, Question IV: Additional Key-Personnel (technicians, research assistants, additional PIs, etc…). Name, email address, and role on the project are all required.
Section 1, Question V: 
· The IACUC is required to compare the procedures in the protocol with those stated in the grant application. 
· Answer all as asked. 
· A copy of the PI’s grant application must be included with the IACUC Application.
Section 1, Question VI: 
· This section is for the PI and faculty advisor’s signatures.  
· Doctoral, Graduate, and Undergraduate Students may not act in the role of Principal Investigator without a CSI Faculty member as their Advisor and CO-PI. 
· All student research must be approved by a faculty advisor before it is submitted to the IACUC for review.
Section 1, Question VII: If the animal use involves biohazardous materials, the appropriate category should be checked and approval obtained from the appropriate biohazard committee on campus (http://www.csi.cuny.edu/administration/finance/ehs/).
Section 1, Question VIII: “The protocol must provide adequate information for the IACUC to assess the potential animal pain and/or distress resulting from the study and the effectiveness of the pain- and distress-relieving agents proposed for use. Criteria for re-dosing the animal should also be established. The Attending Veterinarian must be consulted for any procedure that has the potential to cause more than momentary pain or distress”.
 
Categories are: 

 B.
The research involves animals that are being "bred, conditioned, or held for use in teaching, testing, experiments, research, or surgery but not yet used for such purposes." These animals have not been used for any research procedure, however minor. These animals are not to undergo any experimental procedures. 

C.
The research involves either no pain or potentially involves momentary, slight pain, discomfort or distress.  Includes simple invasive procedures (e.g., injection, blood sampling), terminal anesthetic surgery, collection of tissues proceeded by standard euthanasia, behavioral testing without stress. (USDA Category C)

D1.
The research potentially involves minor short-term pain, discomfort or distress which will be treated with appropriate anesthetics/analgesics.  Includes minor survival surgery with anesthesia and without significant post-op pain (e.g., biopsy), implantation of minor chronic catheters (e.g., femoral arterial and venous catheters, flow probes, etc.), short-term physical restraint (<60 min.) of awake animals, induction of more than minor behavioral stress. (USDA Category D)

D2.
The research involves chronic maintenance of animals with a disease/functional deficit and/or procedures potentially inducing moderate pain, discomfort or distress which will be treated with appropriate anesthetics/analgesics.  Includes major survival surgery with anesthesia and/or inducement of a functional deficit (e.g., orthopedic surgery on lemur, amputation, bowel resection, cardiac surgery, adrenalectomy, non-painful tumor inducement, use of immunological adjuvants), physical restraint (>60 min.) of awake animals, induction of more than minor behavior stress. (USDA Category D)

E.
The research potentially involves pain, discomfort or distress (greater than that attending routine injection) which cannot/will not be alleviated through the administration of appropriate anesthetic, analgesic or tranquilizer drugs.  Examples include pain research, radiation testing, toxicity testing and lifetime carcinogenesis experiments. (USDA Category E)

Please select the appropriate category of research. In order for a protocol to qualify as Category C, D1, or D2 appropriate anesthetics/analgesics must be used if the animal will experience more than momentary slight pain.  Momentary slight pain is defined as pain no greater than the level and duration of pain attending a routine injection.  Alternately, the animal must be immediately euthanized upon evidence of such pain or the protocol classified as Category E.
Section 1, Question IX: State the required number of animals to be used in the study. Fill in all boxes as requested for each species/strain listed. 
2. Application Section II
The IACUC requests the information described in Section 2 pursuant to its charge by the Public Health Service (PHS) Policy on Humane Care and Use of Laboratory Animals and the Animal Welfare Act.  All questions must be answered. 

· Address each item independently, without reliance on information covered under other items.  

· Include sufficient information to allow reviewers to judge whether the research merits the use of animals and whether the animals will be treated humanely.  

· Do not submit major sections of your grant proposal or excessive detail of assays not related to the use of animals (e.g., chemical assays, molecular biology, in vitro tests).  

· All abbreviations and terms not part of common usage should be clearly defined.  Remember that not all the reviewers are familiar with your area of research.  

· To type in a field, click on the grey section and begin typing. 

· To check a box, double click on the box and select “checked”

· If using a separate sheet(s) of paper, submit all information using the headings listed below in boldface type and include Yes and No responses as necessary.  

· Subheadings (e.g., a, b, c, d) must be included and addressed in sequence.  

· If using a separate sheet(s) of paper, Section 2 has a limit of 5 pages excluding references.

Section 2, Question I: 
· Check the box pertaining to the reason for your protocol, and state the specific-scientific objectives (aims) of the research

Section 2, Question II: 
· State the potential value of the study with respect to human or animal health.  
· Identify the information gaps the project is intended to fill.  
· If the research duplicates previous experiments, explain why the duplication is necessary.  
· If it does not duplicate previous research, this must be stated.

Section 2, Question III: 
· What alternatives to the use of live animals did the PI consider?  
· What reasons did the PI have for rejecting them?  
· If specific alternatives to live animals do not exist, this must be stated and justified appropriately.  In general, a simple statement that there are no alternatives will not suffice.

Section 2, Question IV: 
· State how the PI came to select the species they plan to study.
Section 2, Question V: 
· Provide detailed justification for the number of experimental and control animals requested.  
· Include a brief description of the experimental design and state the number and species/strain of animals per group/subgroup in each experiment/procedure.  
· A table or block design can facilitate the review of this section.  
Note:  It is not sufficient to state that this number is necessary to obtain results.  The PI  must justify the number.
Section 2, Question VI: 
· Does this project contain procedures which have been approved in previous protocol applications?  
· If yes, please indicate the approval number(s) and points of overlap/similarity with the present protocol.  
· Do not omit material from this protocol because it was discussed in a previous protocol.  Reviewers will not, in general, consult previous protocols.
Section 2, Question VII: 
· Describe the animal-related procedures in sequence under the subheadings (a – g) indicated.  
· This section must clearly reflect how the purpose of the study will be approached.
· Consultation with the IACUC Policies and Procedures manual is required for some procedures. http://www.library.csi.cuny.edu/~irb/iacuc/#forms
· If using different procedures than what the IACUC has in the P&P manual, justification must be included.
Section 2, Question VIII:

· This question pertains to studies that are conducted in the field or where animals are captured in the wild. 
· If working in the field or capturing animals in the wild, you must complete each subheading (a – f) 
Section 2, Question IX: 
· If the research involves procedures that may cause more than momentary or slight pain or distress to the animal, the investigator must consider alternative procedures that cause less potential pain or distress.  
· Address why alternative procedures either do not exist or were rejected.  
· State the method(s) and/or sources that were used to determine that alternatives are not available and/or are scientifically unacceptable; or if the procedure is acute this should be so stated.  
Note:  It is not sufficient to state that anesthesia will be used to alleviate pain
Section 2, Question X: 
· Describe any proposed restraint (including short-term hand-held restraints) to be used on awake animals in sequence under the boldfaced subheadings indicated.
Section 2, Question XI: 
· For each procedure that causes more than momentary slight pain, 
· identify the procedure, 
· specify the preoperative preparation (e.g., antibiotics, tranquilizers, etc.) and 
· specify the anesthetic(s) to be used during that procedure.  
· include dose (e.g., mg/kg) and route (e.g., IM, IV) of administration of all agents; or 
· If anesthetics are indicated but will not be administered, strong justification for withholding anesthetics must be provided in this section; or 
· if pain control during procedures is unnecessary this should be stated and justified.

Section 2, Question XII: 
· If a procedure (e.g., thoracotomy, administration of drugs, chemicals) or induced condition (e.g., tumor, pancreatitis) will potentially cause more than momentary slight pain, 
· estimate the magnitude and duration of any pain, discomfort or distress the animals may potentially experience; or 
· if animals will not experience postoperative/intervention pain, discomfort or distress in association with any specific procedure(s) or condition this should be stated and explained.
Section 2, Question XIII: 
· Describe the proposed care of the animals in sequence under all the boldfaced subheadings indicated.  
· Alternatively, if post-procedure care is unnecessary this should be so stated and justified.
Section 2, Question XIV: 
· Describe euthanasia of the animals in sequence under all the boldfaced subheadings indicated. 
· If animals will not be euthanized, state the final disposition
Section 2, Question XV: 
· For each individual listed in Section 1 (Questions II, III, and IV) describe the expertise and experience related to this project in sequence under the boldfaced subheadings indicated. 
· CITI (Collaborative Institutional Training Initiative, www.citiprogram.org) Certification for work with Animal Subjects. Documentation of CITI completion is to be submitted with this application to the IACUC office (6S-137).
Section 2, Question XVI: 
· Provide a list of key references (maximum of five) that support the statements contained in Section  2, Question II, of the application.
Section 2, Question XVII: 
· Include any additional comments relevant to the proposed study and/or attach any relevant material the committee should consider during the review process.
VI. ANNUAL UPDATE 

1. Submit an Annual Update form to the IACUC office, 6S 137, a minimum of three weeks prior to the protocol's date of annual review. Electronic submissions of application are acceptable. However, if a signature is not on the electronic copy, a hard copy must be delivered to 6S-137 for the file. In addition, if an investigator or key personnel is added to the protocol, they must complete a CITI (Collaborative Institutional Training Initiative, www.citiprogram.org) Certification for work with Animal Subjects. Documentation of CITI completion is to be submitted with this application to the IACUC office (6S-137). 
2. The IACUC Chair will review the application and the Administrator will inform the PI of the decision, usually within one to two weeks of receipt. If revisions are necessary, directions will be provided. Please note that every effort is made to move this process along. However, the speed of completion is dependent upon the PI’s speed of response to revisions. 
3. If Full Committee review is needed, the proposal will be reviewed at a scheduled meeting. The PI will be informed of the IACUC’s meeting date, time, and location. PIs are encouraged to be available to answer any questions the committee may have during the meeting. If minor revisions are needed, the PI’s proposal will be approved awaiting pending revisions. If substantive revisions are needed, the proposal needs to be revised and resubmitted for review at the IACUC’s next meeting. 

A. Instructions for Completing the Annual Update Form 
Federal, State, and University procedures require that approval from the Institutional Animal Care and Use Committee to use laboratory animals in research or teaching be updated annually.  
The form can be found at: http://www.library.csi.cuny.edu/~irb/forms.php
The PI is to complete the form and return it to the IACUC office via email (IACUC@mail.csi.cuny.edu .) However, if a signature is not on the electronic copy, a hard copy must be delivered to 6S-137 for the file. The PI is to keep one copy of the application for their records.
1. Annual Update Form Section I

Section I, Question 1 – 4: The PI must provide the assigned IACUC #, the date of form submission, the title of the protocol, and their name.

Section I, Question 5: If the PI responds YES, they must answer the remaining parts of the question (a – b); If they respond NO, they are to skip to question 6.
Section I, Question 6: The PI must select the category of research:
B.
The research involves animals that are being "bred, conditioned, or held for use in teaching, testing, experiments, research, or surgery but not yet used for such purposes." These animals have not been used for any research procedure, however minor. These animals are not to undergo any experimental procedures. 

C.
The research involves either no pain or potentially involves momentary, slight pain, discomfort or distress.  Includes simple invasive procedures (e.g., injection, blood sampling), terminal anesthetic surgery, collection of tissues proceeded by standard euthanasia, behavioral testing without stress. (USDA Category C)

D1.
The research potentially involves minor short-term pain, discomfort or distress which will be treated with appropriate anesthetics/analgesics.  Includes minor survival surgery with anesthesia and without significant post-op pain (e.g., biopsy), implantation of minor chronic catheters (e.g., femoral arterial and venous catheters, flow probes, etc.), short-term physical restraint (<60 min.) of awake animals, induction of more than minor behavioral stress. (USDA Category D)

D2.
The research involves chronic maintenance of animals with a disease/functional deficit and/or procedures potentially inducing moderate pain, discomfort or distress which will be treated with appropriate anesthetics/analgesics.  Includes major survival surgery with anesthesia and/or inducement of a functional deficit (e.g., orthopedic surgery on lemur, amputation, bowel resection, cardiac surgery, adrenalectomy, non-painful tumor inducement, use of immunological adjuvants), physical restraint (>60 min.) of awake animals, induction of more than minor behavior stress. (USDA Category D)

E.
The research potentially involves pain, discomfort or distress (greater than that attending routine injection) which cannot/will not be alleviated through the administration of appropriate anesthetic, analgesic or tranquilizer drugs.  Examples include pain research, radiation testing, toxicity testing and lifetime carcinogenesis experiments. (USDA Category E)

Section I, Question 7 and 8: If any of the items listed are being utilized, the PI must select the appropriate item.
2. Annual Update Form Section II
Section II, Question 1: 
· If in the coming year you do not plan to use and/or house animals or conduct field work with animals for any purpose related to this project, select No and sign at the bottom, returning the document to the IACUC office. 
· If in the coming year you do plan to use and/or house animals or conduct field work with animals for any purpose related to this project the project, select Yes and provide a summary of the past year’s activities and answer the remaining questions. 

Section II, Question 2: Provide information regarding the housing location of the animals (e.g. building # AND campus room, name of off-site facility)
Section II, Question 3:  Provide information regarding the location where procedures are conducted. (e.g. building # AND campus room, name of off-site facility)
Section II, Question 4:  If personnel are to be added to or removed from the study, their names, responsibilities, and qualification (species specific), must be listed. This applies to all new Co-PIs, research assistants, lab techs, grad students, etc…
Section II, Question 5:  Provide information regarding CITI certification for all personnel (including the PI) regardless of if they are new to the study or not. if an investigator or key personnel is added to the protocol, they must complete a CITI (Collaborative Institutional Training Initiative, www.citiprogram.org) Certification for work with Animal Subjects. Documentation of CITI completion is to be submitted with this application to the IACUC office (6S-137). 
Section II, Question 6:  
· If the purposes of your study have not changed, select No and move to the next question. 
· If they have changed, select Yes and provide an explanation. 
Section II, Question 7:  
· If your use of animals has changed in anyway since your last approval, select Yes and provide an explanation. Such changes include, but are not limited to, changes to species/strain, housing requirements, use of anesthesia/analgesics, administration of drug treatments, use of toxic compounds, euthanasia. 
· If there have been no changes to the use of animals, select No and move to the next question.
Section II, Question 8:  
· If there have been ANY unanticipated deaths since the last review, select Yes and provide details. 
· If there have not be any unanticipated deaths, select No and move to the next question. 
Section II, Question 9:  
· If your protocol includes anesthesia, select Yes and answer all additional questions. 
· If your protocol does not include anesthesia, select No and move to the next question.  
Section II, Question 10:  
· If your protocol includes analgesia, select Yes and answer all additional questions. 
· If your protocol does not include analgesia, select No and move to the next question.  
Section II, Question 11: 
· If your protocol includes euthanasia, select Yes and answer all additional questions. 
· If your protocol does not include euthanasia, select No and move to the next question.  
Section II, Question 12: The number of animals and species that were approved during the previous review must be listed.

Section II, Question 13: The number of animals and species that were actually used since the previous review must be listed.

Section II, Question 14: Any discrepancy between Section II, Question 12 and Section II, Question 13 must be explained.
Section II, Question 15 and 16: 
· The number of animals and species that you plan to use in the coming year must be listed. 
· Justification for the number and the species must be provided. If Justification is not provided, your application will be returned.

Section II, Question 17: Provide any additional comments that may be relevant to the project.

Section II, Question 18: PIs signature is required for submission to and review by the IACUC. Doctoral, Graduate, and Undergraduate Students may not act in the role of Principal Investigator without a CSI Faculty member as their Advisor and CO-PI. All student research must be approved by a faculty advisor before it is submitted to the IACUC for review.
NOTE: 

· All updates must be approved by IACUC in writing before put into practice.
· If an Annual Update form is not received by the required deadline, and the protocol expires, the protocol will be considered closed. Once a protocol is closed all work with animals must cease. The PI would need to submit a new IACUC Approval Application if he/she wished to resume work with animals.
VII. PROTOCOL AMENDMENTS OR MODIFICATIONS 

(Prior to the Expiration or Annual Review date)
1. Submit an Amendment form to the IACUC office, 6S 137, prior to implementing any changes to r protocol. Electronic submissions of application are acceptable. However, if a signature is not on the electronic copy, a hard copy must be delivered to 6S-137 for the file. In addition, if an investigator or key personnel is added to the protocol, they must complete a CITI (Collaborative Institutional Training Initiative, www.citiprogram.org) Certification for work with Animal Subjects. Documentation of CITI completion is to be submitted with this application to the IACUC office (6S-137). 
2. The IACUC Chair will review the application and the Administrator will inform of the decision, usually within one to two weeks of receipt. If revisions are necessary, directions will be provided. Please note that every effort is made to move this process along. However, the speed of completion is dependent upon r speed of response to revisions. 
3. If Full Committee review is needed, the proposal will be reviewed at a scheduled meeting.  The PI will be informed of the IACUC’s meeting date, time, and location.  PIs are encouraged to be available to answer any questions the committee may have during the meeting. If minor revisions are needed, the proposal will be approved pending  revisions. If substantive revisions are needed, r proposal needs to be revised and resubmitted for review at the IACUC’s next meeting. 
4. If the IACUC finds that the amendment includes significant changes, the PI will be asked to submit a completely new Approval Application rather than an amendment form.
5. Contact the IACUC office for additional instructions, 718-982-3867.
A. Instructions for Completing the Amendment Form 
Federal, State, and University procedures require that PIs receive IACUC approval before implementing any changes to an already approved protocol.  
The form can be found at: http://www.library.csi.cuny.edu/~irb/forms.php 

Complete the form and return it to the IACUC office via email (IACUC@mail.csi.cuny.edu .) However, if a signature is not on the electronic copy, a hard copy must be delivered to 6S-137 for the file. Keep one copy of the application for r records.
If you are only amending the personnel on the protocol, you only need complete an Amendment of Personnel Only form. Skip to section B.
The following changes are considered significant and require a new protocol application:

· Change in study objective



· Switching from survival surgery to non-survival surgery 
· Switching from non-survival surgery to survival surgery
· Change in degree of invasiveness of the procedures

· Change in the level of discomfort to the animal

· Change in species, or addition of a species 

· Change in approximate number of animals used (more than 10%)
· Change in anesthetic agents(s) or withholding of analgesics

· Change in methods of euthanasia

· Change in the duration, frequency or number of procedures performed on an animal

1. Amendment Form Section I

Section I, Question 1 – 4: The PI must provide the assigned IACUC #, the date of form submission, the title of the protocol, and their name.

Section I, Question 5: 
· If the PI responds YES, they must answer the remaining parts of the question (a – b); 
· If they respond NO, they are to skip to question 6.

Section I, Question 6: 
· If you are requesting a change to the category of research, select Yes and the new category of research. 
· If you are not requesting a change to the category of research, select No and move to the next question. 
Categories of Research:
B.
The research involves animals that are being "bred, conditioned, or held for use in teaching, testing, experiments, research, or surgery but not yet used for such purposes." These animals have not been used for any research procedure, however minor. These animals are not to undergo any experimental procedures. 

C.
The research involves either no pain or potentially involves momentary, slight pain, discomfort or distress.  Includes simple invasive procedures (e.g., injection, blood sampling), terminal anesthetic surgery, collection of tissues proceeded by standard euthanasia, behavioral testing without stress. (USDA Category C)

D1.
The research potentially involves minor short-term pain, discomfort or distress which will be treated with appropriate anesthetics/analgesics.  Includes minor survival surgery with anesthesia and without significant post-op pain (e.g., biopsy), implantation of minor chronic catheters (e.g., femoral arterial and venous catheters, flow probes, etc.), short-term physical restraint (<60 min.) of awake animals, induction of more than minor behavioral stress. (USDA Category D)

D2.
The research involves chronic maintenance of animals with a disease/functional deficit and/or procedures potentially inducing moderate pain, discomfort or distress which will be treated with appropriate anesthetics/analgesics.  Includes major survival surgery with anesthesia and/or inducement of a functional deficit (e.g., orthopedic surgery on lemur, amputation, bowel resection, cardiac surgery, adrenalectomy, non-painful tumor inducement, use of immunological adjuvants), physical restraint (>60 min.) of awake animals, induction of more than minor behavior stress. (USDA Category D)

E.
The research potentially involves pain, discomfort or distress (greater than that attending routine injection) which cannot/will not be alleviated through the administration of appropriate anesthetic, analgesic or tranquilizer drugs.  Examples include pain research, radiation testing, toxicity testing and lifetime carcinogenesis experiments. (USDA Category E)

Section I, Question 7: 
· If there have been any changes to the biohazard or rDNAuse select Yes, explain, and select the appropriate material. 
· If there has not been a change, select No and move to the next question. 

2. Amendment Form Section II
Section II, Question 1: 
· If the PI responds YES, sign at the bottom and submit; you do not need to complete anything else; 
· If the PI responds No, continue to question 2
Section II, Question 2: Provide information regarding the housing location of the animals (e.g. building AND room#, name of off-site facility)
Section II, Question 3:  Provide information regarding the location where procedures are conducted. (e.g. building AND room#, name of off-site facility)
Section II, Question 4:  
· If personnel are being added to or removed from the study, their names, responsibilities, and qualification (species specific), must be listed. 
· This applies to all new Co-PIs, research assistants, lab techs, grad students, etc…

· If you are only amending the personnel on the protocol, you only need complete an Amendment of Personnel Only form. Skip to section B.
Section II, Question 5:  Provide information regarding CITI certification for all personnel who are new to the study. If an investigator or key personnel is added to the protocol, they must complete a CITI (Collaborative Institutional Training Initiative, www.citiprogram.org) Certification for work with Animal Subjects. Documentation of CITI completion is to be submitted with this application to the IACUC office (6S-137). 
Also, Provide information regarding all personnel who are to be removed from the study
Section II, Question 6:  If the purposes of your study have not changed, select No and move to the next question. If they have changed, select Yes and provide an explanation. 

Section II, Question 7:  If your use of animals has changed in anyway since your last approval, select Yes and provide an explanation. Such changes include, but are not limited to, changes to species/strain, housing requirements, use of anesthesia/analgesics, administration of drug treatments, use of toxic compounds, euthanasia. If there have been no changes to the use of animals, select No and move to the next question.
Section II, Question 8: If your amendment includes a change to the number of animals or species to be used, state the number of animals and species that were approved during the previous review.
Section II, Question 9 and 10: If your amendment includes a change to the number of animals or species to be used, state the number of animals and species that you plan to use in the coming year. Justification for the number and the species must be provided. If Justification is not provided, your application will be returned.

Section II, Question 11: Provide any additional comments regarding amendments that may be relevant to the project.

Section II, Question 12: PIs signature is required for submission to and review by the IACUC. Doctoral, Graduate, and Undergraduate Students may not act in the role of Principal Investigator without a CSI Faculty member as their Advisor and CO-PI. All student research must be approved by a faculty advisor before it is submitted to the IACUC for review.
B. Instructions for Completing the Amendment of Personnel ONLY Form 
Federal, State, and University procedures require that PIs receive IACUC approval before implementing any changes to an already approved protocol.  
The form can be found at: http://www.library.csi.cuny.edu/~irb/forms.php 

Complete the form and return it to the IACUC office via email (IACUC@mail.csi.cuny.edu .) However, if a signature is not on the electronic copy, a hard copy must be delivered to 6S-137 for the file. Keep one copy of the application for r records.
These instructions are to be used if you are only amending the personnel on the protocol. 

1. Amendment of Personnel ONLY Form Section I

Section I, Question 1 – 4: The PI must provide the assigned IACUC #, the date of form submission, the title of the protocol, and their name.

Section I, Question 5: 

· Respond YES or NO
· If Yes, provide details and name(s)

Section I, Question 6: 
· Respond YES or NO
· If Yes, provide their names, responsibilities, and qualification (species specific) in the chart provided. 

Section I, Question 7:  Please complete the chart so the IACUC can verify that they have the most up to date information for all members of the research team. 
Section I, Question 8: PIs signature is required for submission to and review by the IACUC. Doctoral, Graduate, and Undergraduate Students may not act in the role of Principal Investigator without a CSI Faculty member as their Advisor and CO-PI. All student research must be approved by a faculty advisor before it is submitted to the IACUC for review.
VIII. TRAINING

A. General

The consulting veterinarian is available to consult with faculty on the proper use of anesthesia, analgesics, and methods of euthanasia. 

The Laboratory Safety Officer conducts workshops on laboratory safety issues which the Director and Animal Care staff have attended.

Principal Investigators, who are experienced in conducting research with laboratory animals, are responsible for training their own staff in the care, treatment and handling of the specific laboratory animals being used. 

All new animal care staff members are assisted in their training by an ALAT certified animal care technician, who trains and then shadows all newly hired animal care workers.  The importance of humane handling is stressed with all staff.  

Faculty and staff are encouraged to attend lectures and seminars on animal care available in the New York/New Jersey metropolitan area.  Whenever possible, the institution will send a member of the IACUC or a staff person involved in animal care to regional or national conferences on animal care topics.  

The College maintains a library of resource materials concerning animal care and use.  Publications are available in the campus library or in the IACUC Office. Available publications (in electronic or hardcopy) include, but are not limited to:

· American Association for Laboratory Animal Science’s Journal of the American Association for Laboratory Animal Science  (electronic resource)
· Carbone, Larry; What animals want, expertise and advocacy in laboratory animal welfare policy,   Oxford ; New York : Oxford University Press, 2004 (electronic resource)
· Chow, Pierce K. H., Using animal models in biomedical research a primer for the investigator,  Hackensack, NJ : World Scientific, 2008 (electronic resource)
· Collaborative Institutional Training Initiative’s Lab Animal courses (for IACUC Members and those involved in all aspects of animal care and use) (electronic resource)
· Committee for the Update of the Guide for the Care and Use of Laboratory Animals; National Research Council, The Guide for the Care and Use of Laboratory Animals, 2010

· Crawford, Richard L., Information resources on the care and welfare of rodents, Beltsville, Md. : U.S. Dept. of Agriculture, Agricultural Research Service, National Agricultural Library, Animal Welfare Information Center, [2006]. (electronic resource)
· Hart, Lynette A., Why dissection? : animal use in education, Westport, Conn. : Greenwood Press, 2007 (Book)
· Institute for Laboratory Animal Research (U.S.). Committee for Recognition and Alleviation of Distress in Laboratory Animals’ Recognition and alleviation of distress in laboratory animals, Washington, D.C. : National Academies Press, c2008. (electronic resource)
· Institute for Laboratory Animal Research (U.S.). Committee on Guidelines for the Humane Transportation of Laboratory Animals, Guidelines for the humane transportation of research animals, Washington, DC : National Academies Press, c2006. (electronic resource)
· Monamy, Vaughan; Animal experimentation : a guide to the issues, Cambridge, UK ; New York : Cambridge University Press, 2009 (Book)
· Office of laboratory Animal Welfare / NIH, Institutional Animal Care and Use Committee Guidebook, 2002
· USDA / APHIS, Animal Welfare Act 

Relevant materials are circulated to Principal Investigators for distribution to their staffs and to IACUC members. A number of links are also available on our Institutions website.

B. CITI

The College of Staten Island and CUNY are active participants in the Collaborative Institutional Training Initiative (CITI) Program. This on-line program provides training to IACUC members, Researchers, Research Staff, and other individuals involved in animal care, treatment, and/or use.  

All IACUC Members are required to take the following course:

· Essentials for IACUC Members; modules included are:

· Federal mandates

· The Veterinary Consultation 

· Personnel Training and Experience

· Occupational Health and Safety

· Reporting Misuse, Mistreatment, or Non-Compliance

· Introduction to Essentials for IACUC Members

· Responsibilities of the IACUC and IACUC Members

· The Members of the IACUC

· The IACUC, the CEO, and the IO

· The Authority of the IACUC

· Conducting IACUC Business – The Quorum

· Procedures for Reviewing Protocol Forms

· Outcomes of the Animal Protocol Review

· The Types of Protocol Review

· Documenting Process

· IACUC Semi-Annual Self-Evaluation

· Performing the Facility Inspection and the Program Review

· Identifying, Documenting, and Correcting Deficiencies 

· Investigating Allegations

· Maintaining the Public Trust

All Researchers, Students, Facility Staff, Key Project Personnel are required to take the following course:

· Working with IACUCs; modules included are: 
· The Integrity Assurance Statement

· Introduction to Working with the IACUC

· Working with the IACUC

· Federal Mandates

· The Veterinary Consultation

· Getting Started

· Alternatives

· Avoiding Unnecessary Duplication

· USDA Pain/Distress Categories

· Endpoint Criteria

· Surgery

· Antibody Production

· Collecting Blood Samples

· Personnel Training and Experience

· Occupational Health and Safety

· Using Hazardous and Toxic Agents in Animals

· Housing Social Animals

· Prolonged Restraint

· Euthanasia

· Making Changes after You Receive Approval

· Reporting Misuse, Mistreatment, or Non-Compliance

· Final Comments

The following courses are electives available to all depending on their area of research:

· If you are working with Mice, you must complete:

	Housing Rodents on Wire Floors

	Introduction to Post-Procedure Care of Mice and Rats in Research: Minimizing Pain and Distress

	Then you must complete the 13 modules listed DIRECTLY under “Introduction to Post-Procedure Care of Mice and Rats in Research: Minimizing Pain and Distress “ on the Optional Modules page. They include:

	      Investigator Responsibility

	      Minimizing Sources of Nonexperimental Variation 

	      Systematically Monitoring for Pain and Distress 

	      Detecting Clinical Signs of Pain and Distress 

	      Appearance and Behavior 

	      Physical Exam for Clinical Condition 

	      Body Weight 

	      Fluid and Electrolyte Balance 

	      Body Temperature 

	      Tumors 

	      Alleviation of Pain and Distress 

	      Documentation of Post-Procedure Care

	      Summary 


AND
	Introduction to Working with Mice in Research Settings Modules

	Then you must complete the 5 modules listed DIRECTLY under “ Introduction to Working with Mice in Research Settings Modules “ on the Optional Modules page. They include:

	      Research Mandates and Occupational Health Issues 

	      Alternatives Searches, Humane Standards, Housing, and Acclimation and Quarantine 

	      Detecting Pain and Distress, Genetics, and Biological Features 

	      Injections, Blood Collection, and Antibody Production 

	      Surgery, Supportive Care and Monitoring, Euthanasia, and References 


Once you are done, you can go back to the Optional Modules page and print (or save as PDF or Word) and send to the IACUC office, 6S-137.
· If you are working with Rats, you must complete:

	Housing Rodents on Wire Floors

	Introduction to Post-Procedure Care of Mice and Rats in Research: Minimizing Pain and Distress

	Then you must complete the 13 modules listed DIRECTLY under “Introduction to Post-Procedure Care of Mice and Rats in Research: Minimizing Pain and Distress “ on the Optional Modules page. They include:

	      Investigator Responsibility

	      Minimizing Sources of Nonexperimental Variation 

	      Systematically Monitoring for Pain and Distress 

	      Detecting Clinical Signs of Pain and Distress 

	      Appearance and Behavior 

	      Physical Exam for Clinical Condition 

	      Body Weight 

	      Fluid and Electrolyte Balance 

	      Body Temperature 

	      Tumors 

	      Alleviation of Pain and Distress 

	      Documentation of Post-Procedure Care

	      Summary 


AND

	Introduction to Working with Rats in Research Settings Modules 

	Then you must complete the 5 modules listed DIRECTLY under “Introduction to Working with Rats in Research Settings Modules “ on the Optional Modules page. They include:

	      Research Mandates and Occupational Health Issues 

	      Alternatives Searches, Humane Standards, Housing, and Acclimation and Quarantine 

	      Detecting Pain and Distress, Genetics, and Biological Features

	      Injections, Blood Collection, Antibody Production, and Pain Relief 

	      Surgery, Supportive Care and Monitoring, Euthanasia, and References 


Once you are done, you can go back to the Optional Modules page and print (or save as PDF or Word) and send to the IACUC office, 6S-137.
· If you are working with Hamsters, you must complete:

	Introduction to Working with Hamsters in Research Settings Modules 

	Then you must complete the 3 modules listed DIRECTLY under “Introduction to Working with Hamsters in Research Settings Modules“ on the Optional Modules page. They include:

	      Alternatives Search, Humane Standards, Housing, Acclimation and Quarantine, Dectecting Pain and Distress 

	      Species/Strains 

	      Surgery, Supportive Care and Monitoring, Euthanasia, and References 


Once you are done, you can go back to the Optional Modules page and print (or save as PDF or Word) and send to the IACUC office, 6S-137.
· If you are working with Gerbils, you must complete:

	Introduction to Working with Gerbils in Research Settings Modules 

	Then you must complete the 4 modules listed DIRECTLY under “Introduction to Working with Gerbils in Research Settings Modules “ on the Optional Modules page. They include:

	      Alternatives Search, Humane Standards, Housing, Acclimation and Quarantine, and Detection of Pain and        Distress 

	      Strains, Biology, Injections and Blood Collection, and Pain Relief

	      Surgery, Supportive Care and Monitoring, Euthanasia, and References

	      Taxonomy, Research Mandates and Occupational Health Issues


· If you are working with Guinea Pigs, you must complete:

	Introduction to Working with Guinea Pigs in Research Settings Modules 

	Then you must complete the 5 modules listed DIRECTLY under “Introduction to Working with Guinea Pigs in Research Settings Modules “ on the Optional Modules page. They include:

	      Taxonomy, Research Mandates and Occupational Health Issues 

	      Alternatives Search, Humane Standards, Acclimation and Quarantine, Housing,and Detection of Pain and Distress 

	      Detecting Pain and Distress, Genetics, and Biological Features 


Once you are done, you can go back to the Optional Modules page and print (or save as PDF or Word) and send to the IACUC office, 6S-137.
· If you are working with Rabbits, you must complete:

	Introduction to Working with Rabbits in Research Settings Modules

	Then you must complete the 5 modules listed DIRECTLY under “Introduction to Working with Rabbits in Research Settings Modules on the Optional Modules page. They include:

	      Research Mandates and Occupational Health Issues

	      Alternatives Searches, Humane Standards, Housing, and Acclimation and Quarantine

	      Detecting Pain and Distress, Genetics, and Biological Features

	      Injections, Blood Collection, Antibody Production, and Pain Relief 

	      Surgery, Supportive Care and Monitoring, Euthanasia, and References


Once you are done, you can go back to the Optional Modules page and print (or save as PDF or Word) and send to the IACUC office, 6S-137.
· If you are working with Amphibians, you must complete:

	Introduction to Working with Amphibians in Research Settings Modules 

	Then you must complete the 4 modules listed DIRECTLY under “Introduction to Working with Amphibians in Research Settings Modules “ on the Optional Modules page. They include:

	      Taxonomy, Research Mandates and Occupational Health Issues

	      Alternatives Search, Housing, Source, and Acclimation and Quarantine

	      Biology, Pain and Distress, Handling, and Pain Relief 

	      Surgery, Supportive Care and Monitoring, Euthanasia, and References


Once you are done, you can go back to the Optional Modules page and print (or save as PDF or Word) and send to the IACUC office, 6S-137.
· If you are working with Cats, you must complete:

	Introduction to Working with Cats in Research Settings Modules

	Then you must complete the 5 modules listed DIRECTLY under “Introduction to Working with Cats in Research Settings Modules “ on the Optional Modules page. They include:

	      Research Mandates and Occupational Health Issues 

	      Alternatives Search, Humane Standards, Housing, Source, and Acclimation and Quarantine 

	      Detecting Pain and Distress. and Biological Features 

	      Injections, Blood Collection, and Pain Relief 

	      Surgery, Supportive Care and Monitoring, Euthanasia, and References 


Once you are done, you can go back to the Optional Modules page and print (or save as PDF or Word) and send to the IACUC office, 6S-137.
· If you are working with Dogs, you must complete:

	Dog Exercise

	Introduction to Working with Dogs in Research Settings Modules 

	Then you must complete the 5 modules listed DIRECTLY under “Introduction to Working with Dogs in Research Settings Modules “ on the Optional Modules page. They include:

	      Research Mandates and Occupational Health Issues

	      Alternatives Search, Humane Standards, Housing, Source, and Acclimation and Quarantine 

	      Detecting Pain and Distress. and Biological Features

	      Injections, Blood Collection, and Pain Relief 

	      Surgery, Supportive Care and Monitoring, Euthanasia, and References


Once you are done, you can go back to the Optional Modules page and print (or save as PDF or Word) and send to the IACUC office, 6S-137.
· If you are working with Swine, you must complete:

	Introduction to Working with Swine in Research Settings Modules 

	Then you must complete the 5 modules listed DIRECTLY under “ Introduction to Working with Swine in Research Settings Modules “ on the Optional Modules page. They include:

	      Research Mandates and Occupational Health Issues

	      Alternatives Search, Humane Standards, Housing, Source, and Acclimation and Quarantine 

	      Detecting Pain and Distress, and Biological Features 

	      Injections, Blood Collection, and Pain Relief 

	      Surgery, Supportive Care and Monitoring, Euthanasia, and References


Once you are done, you can go back to the Optional Modules page and print (or save as PDF or Word) and send to the IACUC office, 6S-137.
· If you are working with Non-Human Primates, you must complete:

	Primate Psychological Enrichment 

	Introduction to Working With Non-Human Primates in Research Settings Modules 

	Then you must complete the 5 modules listed DIRECTLY under “Introduction to Working With Non-Human Primates in Research Settings Modules“ on the Optional Modules page. They include:

	      Research Mandates and Occupational Health Issues 

	      Alternatives Search, Humane Standards, Housing, Source, and Acclimation and Quarantine 

	      Detecting Pain and Distress, and Biological Features

	      Injections, Blood Collection, and Pain Relief 

	      Surgery, Supportive Care and Monitoring, Euthanasia, and References


Once you are done, you can go back to the Optional Modules page and print (or save as PDF or Word) and send to the IACUC office, 6S-137.
· If you are conducting Surgery, you must complete:

	Aseptic Surgery 

	


Once you are done, you can go back to the Optional Modules page and print (or save as PDF or Word) and send to the IACUC office, 6S-137.
IX. ADDITIONAL INFORMATION

A. Signature
All applications must be signed by the PI for approval to be granted.

Student researchers and researchers from other institutions doing work at CSI must obtain the signature of their faculty advisor before the IACUC will consider their application.
B. Reporting Unanticipated Problems and Changes in Protocol
Any unanticipated problems relating to a previously approved application that involves risks to subjects or others participating in a research study must be promptly reported to the IACUC in writing. An IACUC Adverse Event / Unanticipated Problem form must be completed.
All proposed changes to a previously approved application must be promptly reported in written form via an “Amendment” form to the IACUC. Forms can be obtained at: http://www.library.csi.cuny.edu/~irb/iacuc/#forms 
C. Concerns Regarding Animal Care and Use

Concerns regarding animal care and use should be submitted to the IACUC Office via an Animal Care and use Concern form. However, concerns can be submitted anonymously or indirectly to the IACUC office via a College official or a vivarium staff member. However, Animal Care and use Concern form should be completed by the either the person submitting the concern or the person receiving the concern. Forms can be found at: http://www.library.csi.cuny.edu/~irb/iacuc/#forms 
D. Holding Protocol

All animals maintained by CSI must be covered by an active, approved IACUC protocol. The IACUC has the responsibility to ensure all animal use activity meets federal law, Public Health Service policy, and accreditation expectations. This policy specifically addresses the holding of animals on a global animal holding protocol.
The investigator should work with the IACUC to ensure that protocols are active and current and will remain so for any anticipated or ongoing animal use. It is the responsibility of the PI to provide any renewal animal protocols to the IACUC office in a timely manner to ensure adequate time for the review process.  The IACUC office will remind investigators of upcoming review requirements. Thus, need to transfer animals from an expiring protocol to the holding protocol should be a rare event and should only be for a short time period.
Use of the Holding Protocol (HP) is intended to be temporary. Situations which may result in the use of this protocol might include:

· Animals originating from inactive (lapsed, expired, or terminated) protocols. This prevents euthanasia of valuable research animals, while remaining in compliance with regulatory requirements. It is expected that a protocol will be submitted and/or approved within 60 days of the inactivity.

· Animals on a protocol under investigation by the IACUC for potential non-compliance when the welfare or well-being of the animals is in question. 

· Animals requiring immediate housing at CSI for new investigators without an approved IACUC protocol. It is expected that a protocol will be submitted within 60 days of the arrival of animals. 

· Investigators leaving CSI that do not yet have approvals to transfer animals to a new institution. 

· Animals ordered without an approved protocol (non-compliance situation)

· NOTE: Animals cannot be ordered and placed directly onto the holding protocol without the approval of the IACUC Chairperson. 

Requests to place animals on the Holding Protocol are to be generated by the PI via a Holding Protocol Request form. Forms can be found at: http://www.library.csi.cuny.edu/~irb/iacuc/#forms. The IACUC Chairperson, Vice Chairperson (when the Chairperson is unavailable or has a conflict of interest), or the Vivarium Director can complete the Holding Protocol Request form when necessary.

E. Links
Animal Welfare Act: 
http://awic.nal.usda.gov/nal_display/index.php?info_center=3&tax_level=3&tax_subject=182&topic_id=1118&level3_id=6735&level4_id=0&level5_id=0&placement_default=0
Office of Laboratory Animal Welfare (OLAW): 

http://grants.nih.gov/grants/olaw/
Public Health Service (PHS):

http://grants.nih.gov/grants/OLAW/references/PHSPolicyLabAnimals.pdf 
The Guide:

http://grants.nih.gov/grants/olaw/Guide-for-the-Care-and-Use-of-Laboratory-Animals.pdf
The campus IACUC Office also has information on periodicals on-line and other resources in the area.
� � HYPERLINK "http://grants.nih.gov/grants/olaw/GuideBook.pdf" ��http://grants.nih.gov/grants/olaw/GuideBook.pdf�, Pg. 109
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