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Office of Research Integrity						
Institutional Animal Care and Use Committee (IACUC)
2000 University Avenue								Phone: 765-285-5070
Muncie, IN  47306-0155								Fax:  765-285-1328



IACUC Laboratory Animal Research Application
The application must be submitted to IACUC IRBNet for review.  Approval must be received by the Institutional Animal Care and Use Committee before the study may be conducted.  Please allow 4 weeks for review.
	Protocol Title:
	[bookmark: Text1][bookmark: _GoBack]     

	Protocol Start Date:
	[bookmark: Text2]     
	End Date:
	[bookmark: Text3]     

	[bookmark: Check2]Submission Type:
	[bookmark: Check1]|_|
	New Project
	|_|
	3-Year Renewal:
	IRBNet #:
	[bookmark: Text4]     


(For 3 year renewals, please submit them as a new package within the current project.  Then submit the package to IACUC as “Other” on IRBNet)
	Principal Investigator:
	[bookmark: Text5]     
	E-Mail:
	[bookmark: Text6]     

	Department:
	[bookmark: Text7]     
	Phone:
	[bookmark: Text8]     

	Affiliation:
	[bookmark: Check3]|_|
	BSU Faculty/Staff
	[bookmark: Check4]|_|
	BSU Graduate Student
	[bookmark: Check5]|_|
	BSU Undergraduate Student

	
If the PI is a student researcher, a BSU Faculty Advisor must be listed below:

	BSU Faculty Advisor:
	[bookmark: Text9]     

	Department:
	[bookmark: Text10]     
	Phone:
	[bookmark: Text12]     

	E-mail:
	[bookmark: Text11]     	
	



Collaborative Institutional Training Initiative (CITI)
As of January 1, 2010 Ball State University policy requires that all PI’s, research team members, and faculty advisors complete the CITI training. To comply with the educational requirement, you (and all Key Personnel for this project – including the faculty advisor/sponsor) must have completed the online training modules on animal research.  https://www.citiprogram.org
	[bookmark: Check6]Have you and all Key Personnel completed the online training modules?
	[bookmark: Check8]|_|
	Yes
	[bookmark: Check7]|_|
	No



	  If no, list who has not completed CITI training and a proposed date for completion.

	[bookmark: Text13]     



If this is your first BSU IACUC submission please include a PDF copy of your CITI training certificate(s) on IRBNet.

Funding
If this project is funded or if the investigator is seeking funding, list the agency(s) and/or sources. 
	[bookmark: Check9]|_|
	Not funded
	

	|_|
	BSU funded/supported
	

	|_|
	Federally Funded   
	Name of Agency (i.e. NIH, NSF, etc.):
	[bookmark: Text14]     	

	|_|
	Private (corporate, foundation, or individual sponsor)
	Name:
	[bookmark: Text15]     	

	|_|
	Other:
	[bookmark: Text16]     	




	If the title of the grant application or contract differs from the title of the IACUC protocol, also specify the grant /contract title:

	[bookmark: Text17]     




Principal Investigator Assurance Statement
I understand and agree to comply with the regulations set forth in the Animal Welfare Act, the NIH Guide for the Care and Use of Laboratory Animals, and the Ball State University policy for animal care and use. I certify that all persons working with animals described in this protocol are qualified to perform their duties as they relate to animal care, treatment, and use.
The Principle Investigator must electronically sign this study within IRBNet prior to submitting the protocol to the IACUC for review.  When you sign this study as the Principle Investigator, you are also agreeing to the terms in the Principle Investigator Assurance Statement above.

Faculty Sponsor Assurance Statement (If Student is the PI)
	As the Faculty Sponsor for this study, I certify that I have reviewed this protocol and affirm the merit of this research project and the competency of the investigator(s) to conduct the project.  My involvement in this study is as follows (check one option):


	
	1.
	[bookmark: Check10]|_|
	I will be involved in this project.  My name is listed and my responsibilities (described in the Key Personnel section) 	include supervision and oversight of this project.

	
	2.
	|_|
	I will be involved in this project.  My name is listed and my responsibilities (described in the Key Personnel section) are limited (e.g. data analysis only).  I affirm this investigator has the competency to conduct this research study without my supervision or that of any other faculty or staff Member of Ball State University.

	
A Faculty Sponsor must electronically sign this study for all student research projects and for all persons not affiliated with Ball State University before the protocol is submitted to the IACUC for review.  When you sign this study as the Faculty Sponsor, you are also agreeing to the terms in the Faculty Sponsor Assurance Statement above and accepting responsibility for ensuring that the terms of the Principal Investigator Assurance Statement are met.



Key Personnel (All individuals who will have research-related interaction with or responsibility for any live animals under this protocol must be listed in the original protocol or in a Modification/Amendment Form).
Name				Department		Responsibilities
	[bookmark: Text18]     
	     
	     

	[bookmark: Text19]     
	     
	     

	     
	     
	     

	     
	     
	     


*If additional space is needed, upload a word or PDF document on IRBNet.

Research Proposal
1. Describe the hypothesis and experimental procedures involving animals (Be Specific):
	     







2. As required by USDA regulations, provide written assurance that:

a. Alternatives to procedures that may cause more than momentary or slight pain or distress to the
	animal have been considered. Describe the methods and sources used to determine that alternatives were not 	available: include database (Medline, Altweb, etc.) or other sources searched, date search was performed, years of 	citations searched, and keywords used.
	[bookmark: Text20]     



b. The activities do not unnecessarily duplicate previous experiments. Describe the methods and sources used to determine that this study is sufficiently novel or provides necessary validation of previous studies: include database (Medline, Altweb, etc.) or other sources searched, date search was performed, years of citations searched, and keywords.
	[bookmark: Text21]     



3. How will the proposed use of animals improve the health of humans or animals?
	[bookmark: Text22]     




4. Your protocol will be reviewed by the BSU Attending Veterinarian during the review process  You may contact the BSU Attending Veterinarian in advance with any questions or concerns at iacuc@bsu.edu.  (The Animal Welfare Act requires that when procedures cause discomfort, distress, or pain to the animals used, the Attending Veterinarian, or his or her designee, must be involved in planning the study.) 

5. Animal Characteristics:

	a.
	Animal Species:
	[bookmark: Text29]     

	b.
	Number of Animals Required (Study Duration):
	[bookmark: Text25]     	

	c.
	Age(s):
	[bookmark: Text26]     	
	Sex:
	[bookmark: Check11]|_|
	Male
	|_|
	Female
	|_|
	Both (Male and Female)

	d.
	Vendor/Source of Animals:
	[bookmark: Text23]     

	e.
	Describe the characteristics of the animals that justify their use in the proposed study:

	
	[bookmark: Text27]     

	f.
	Describe how the number of animals needed for the study was determined (i.e., the number of animals required for statistical significance):

	
	[bookmark: Text28]     



6. Housing 

	a.
	Location (Building/ Room #):
	[bookmark: Text30]     

	b.
	Proceedure Location (Building/ Room #):
	[bookmark: Text31]     	

	c.
	Is there any special care of maintenance required for the animals?
	|_|
	Yes
	|_|
	No

	
	If yes, please explain:

	
	[bookmark: Text32]     



7. Survival Surgical Procedures

	Are survival surgical procedures part of the research?

	[bookmark: Check12]|_|
	Yes (If yes, please describe the surgical procedures, along with pre- and post-operative care)

	[bookmark: Check13]|_|
	No

	
	[bookmark: Text33]     





8. Hazardous Materials or Infectious Agents

	a.
	Will any hazardous materials or infectious agents be administered to the animals?

	
	[bookmark: Check14]|_|
	Yes (If yes, please explain)

	
	[bookmark: Check15]|_|
	No

	
	[bookmark: Text34]     



	b.
	If yes, do you have IBC approval for the use of hazardous materials or infectious agents?

	
	|_|
	Yes 
	|_|
	No (If no, please explain)
	|_|
	Approval Pending

	
	     



9. Will the animals experience any potential pain, stress, or discomfort?

	[bookmark: Check16]|_|
	Yes
	[bookmark: Check17]|_|
	No

	If yes, please explain:

	[bookmark: Text35]     



10. Controlled Substances

a. [bookmark: Check24][bookmark: Check25]Will Controlled Substances (Class I- V) be used for this protocol?			|_| Yes		|_| No
http://www.deadiversion.usdoj.gov/schedules/orangebook/c_cs_alpha.pdf	
If yes, continue, if no, please skip this section.

b. [bookmark: Check22][bookmark: Check23]Do you currently have state and federal license?					|_| Yes		|_| No
i. If yes, what is your DEA license number (State and Federal)?
	[bookmark: Text51]     


ii. [bookmark: Check26][bookmark: Check27]If no, have you applied for state and federal license for research use?		|_| Yes		|_| No
(If no, please contact the Office of Research Integrity for registration information)

c. List key personnel that will have access or administer the controlled substance in this protocol:
	[bookmark: Text53]     



d. List the Controlled Substances:
	Name
	Dosage
	Method of Administration
	Purpose

	[bookmark: Text54]     
	[bookmark: Text60]     
	[bookmark: Text66]     
	[bookmark: Text72]     

	[bookmark: Text55]     
	[bookmark: Text61]     
	[bookmark: Text67]     
	[bookmark: Text73]     

	[bookmark: Text56]     
	[bookmark: Text62]     
	[bookmark: Text68]     
	[bookmark: Text74]     

	[bookmark: Text57]     
	[bookmark: Text63]     
	[bookmark: Text69]     
	[bookmark: Text75]     

	[bookmark: Text58]     
	[bookmark: Text64]     
	[bookmark: Text70]     
	[bookmark: Text76]     

	[bookmark: Text59]     
	[bookmark: Text65]     
	[bookmark: Text71]     
	[bookmark: Text77]     



11. Anesthetic agents, dosage, and method of administration used (Non-Controlled Substance):
	[bookmark: Text36]     



12. Analgesics agents, dosage, and method of administration used (Non-Controlled Substance):
	[bookmark: Text37]     




13. Additional Procedure(s)

Will animals be subjected to any procedures not described in the protocol?
	|_|
	Yes
	|_|
	No

	If yes, please explain:

	     



14. Disposition of animals after procedure(s)

	[bookmark: Check18]|_|
	Returned to colony

	
	Building and Room Number:
	[bookmark: Text41]     

	|_|
	Euthanasia
	

	|_|
	Other (Describe):
	[bookmark: Text42]     	

	Indicate the number of animals expected for each disposition:

	Returned to Colony:
	[bookmark: Text43]     
	Euthanasia:
	[bookmark: Text44]     
	Other:
	[bookmark: Text45]     	




15. Euthanasia

a. Describe the endpoint for determining when an animal will be euthanized. This item must be completed for research that involves more than momentary pain or suffering to the animal, for research where an animal may become injured or ill (i.e., through transport or procedure), and for research where an animal may approach the end of its healthy lifespan.
	[bookmark: Text38]     




b. List of agent(s) and procedure to be used (Non-Controlled Substance):
	[bookmark: Text39]     



c. List of personnel and credentials:
	[bookmark: Text40]     


Do these methods follow the recommendations of the American Veterinary Medical Association Panel on 	Euthanasia?
	[bookmark: Check20]|_|
	Yes
	|_|
	No



	This document is available through the Office of Research Integrity, the Attending Veterinarian.

Laboratory Safety

	|_|
	Yes
	|_|
	No


a. Are there Material Safety Data Sheets available in the area?

	If no, please explain:

	[bookmark: Text46]     




b. Is there Personal Protective Equipment (PPE) available in the area?	
	|_|
	Yes
	|_|
	No


If no, please explain:	
	[bookmark: Text47]     




Significant Financial Conflict of Interest, Conflict of Interest, Conflict of Interest/Conflict of Commitment Statement

If this research project is Federally funded, either directly (ex. you are the grant recipient) or indirectly (ex. you are a sub-awardee), have you (PI) and your BSU research team members (faculty, staff, and/or students) filed the Annual Significant Financial Conflict of Interest (SFCI) Statement form?
|_| Yes		|_| No

If no, please explain:
	     



|_| 	I and all applicable BSU research team members have also reviewed the BSU “Policy on Conflict 	of Interest and 	Conflict of Commitment” and have filed, or will file, all necessary paperwork (if 	applicable).  This includes student 	researchers.  The policy can be found on pages 200-203 of the Faculty and Professional Handbook.

Export and Deemed Export Control
The below questions are required by to be answered as part of Federal Export and Deemed Export Control Regulations and as part of Ball State University’s Export/Deemed Export Control Program.  These regulations apply to any transfer of, release of, or access to, controlled technologies/organisms either to a foreign country or by a non-permanent resident foreign national in this country. 
Key definitions:
Dual-Use:  The technology/organism has both civilian and military uses.
Fundamental Research:	“…basic and applied research in science and engineering where the resulting information is ordinarily published and shared broadly within the scientific community.” (15 CFR §734.8)   In general, for research to be considered “fundamental” it needs to have unrestricted access and/or dissemination (such as through publications, public presentations, available on the Internet, etc.).  Proprietary results/data/products (or where these are will not be publically available) are generally not considered fundamental research.  
Released:  When technology or organisms are available to foreign nationals for visual inspection (such as reading technical specifications, plans, blueprints, etc.); when technology is exchanged orally; or when technology is made available by practice or application under the guidance of persons with knowledge of the technology.
Technology:  Specific information necessary for the "development," "production," or "use" of a product.
Use:  Specific information necessary for the operation, installation (including on-site installation), maintenance (checking), repair, overhaul and refurbishing of a product.
	1.
	Does the research involve any of the below situations?
	|_|
	Yes
	[bookmark: Check21]|_|
	No

	•
	US Federally Funded and the funder will control/restrict the release of research results/products

	•
	Research is funded by and/or will flow through a foreign government

	•
	Involves proprietary technologies and/or computer/communications source codes

	•
	Uses technologies/organisms that are classified as “dual-use”

	•
	The research/data/product has (or will have) release and/or access restrictions (beyond a reasonable/customary review period)

	•
	Research involves classified information/technology

	•
	Technology/software/data being used is under the exclusive control of the US Government

	•
	Involves controlled/restricted weapons, law enforcement, security/surveillance, and/or non-publically available encryption technologies and/or information

	•
	Uses GPS technologies in a foreign country

	•
	Technology/software/information will be transferred to, released to and/or left in a foreign country

	•
	Involves items known to be on the Export Control List [link] and subject to the regulations

	•
	A member of the research team is a non-permanent resident foreign national (please also fill out question #3 below)

	If yes to any, please explain below.

	[bookmark: Text49]     


	
	2.
	Is the purpose/product of the proposed research to be “fundamental research”?	
	|_|
	Yes
	|_|
	No



	3.
	Supplemental information about non-permanent resident foreign national research team member(s):

	
	a.
	Is the foreign national(s) in this country?
	|_|
	Yes
	|_|
	No
	|_|
	Working both here and abroad

	
	b.
	Has the foreign national(s) filed a new (revised) I-129 Form, or other appropriate Immigration form, with BSU’s Human Resources Office?
	|_|
	Yes
	|_|
	No

	
	c.
	What is the foreign national’s country(s) citizenship:
	[bookmark: Text50]     



If the research/data/product is classified as “fundamental research” or determined to be exempt from Federal Export Control or Deemed Export Control regulations then no special license(s) will be required.  If controlled Exports/Deemed Exports are (or will be) involved, then specific Federal licenses may be required.
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