USUHS FORM 3208 GUIDELINES

These instructions and guidance follow the order of each the sections of the form.  Use additional sheets as necessary for responses that exceed the number of spaces provided.  The form and corresponding appendices can be downloaded from the Office of Research Homepage, http://www.usuhs.mil/research/Homepage/index.htm (Click on the Electronic Forms button)

GENERAL GUIDANCES

For review by those assurance committees who use the just-in-time approval process (details are outlined in SECTION D), you may contact the Office of Research in one of three ways:

1) Deliver a copy of your award notice to the Grants Management Specialist who manages your department (we recommend hand-carried or faxed notices) to the Office of Research in Room A1032 or fax it to 301-295-6771.  A detailed department-assignment list is attached as Appendix 3.

2) Send an email message to the Grants Management Specialist who manages your department.

3) Send an email message to the University’s Assurance Coordinator (jpaschall@usuhs.mil).

SECTION A – PRINCIPAL INVESTIGATOR INFORMATION
Self-explanatory

SECTION B - SIGNATURES

Obtain all signatures before submitting the form, along with your research protocol, to REA for processing.  If participation by a USUHS Faculty Member(s) from another department(s) is proposed at a percent effort of 5 percent or more, the signature from each member’s chair is required.

SECTION C - PROJECT INFORMATION

· Supply a response for each question.  Unanswered questions may impede the processing of your application.  

· Review Appendix 1, Project Description List, and select a single category that best describes your project.  Enter the code and corresponding description in 9a and b.

· If additional resources (space, personnel, and/or equipment) have been committed by your chair, attach a letter, signed by the chair, outlining the details of the committed resources.  Resources that will be funded by the grant should not be considered.

SECTION D - Assurance COMPLIANCE

Some USUHS assurance committees use a just-in-time review and approval process, which means that your protocol will be reviewed for compliance and issued an approval upon notification of an award from the Sponsoring agency.  In that regards, you should contact the Office of Research as soon as you receive the award notice or other communication, from the Sponsor. If you need immediate review for projects that do not require funding at the University or for applications that require an assurance committee approval to accompany the application, mark the appropriate box on the form and your Grants Management Specialist will alert the applicable committee.  Also, upon notification of a grant award, you should deliver any assurance approval letters to REA from non-USUHS locations (letters must be provided before funds are released).

Since the majority of the USUHS assurance committees are using a just-in-time review and approval process, to best serve you, REA will periodically contact you to determine if your application has been approved for funding.

Institutional Review Board (IRB) – Complete an IRB form if your protocol requires review by the USUHS IRB (including research using human subjects; human cell lines; pathological specimens; any human tissue including blood, sera, excreta, saliva, placenta, etc.; physiological measurements; exposure to X-ray, microwave or other radiations; recordings via MRI, ECG, ERG, PET, ultrasound; drugs; medical devices; voice, video, digital, image recordings; survey, interview, focus group procedures; human performance/behavior evaluation; medical records or data).  

Institutional Animal Care and Use Committee (IACUC) – Complete an IACUC form if your research involves vertebrate animals. On the USUHS Form 3208, mark which form you have or will complete. You should submit your form directly to the Department of Laboratory Animal Medicine (DLAM) in Room G069 and forward a copy of your approval notification along with the approved Animal Protocol to the Office of Research upon receipt.  The IACUC meets once a month and may require a lengthy process before an approval is granted.  It is recommended that the proper IACUC form is submitted to DLAM soon after the application has been submitted to the Sponsor.  If you have questions about which form to complete, contact the DLAM Assurance Coordinator at 295-3579.

USUHS SAFETY COMPLIANCE – The USUHS assurance committees governing the environmental safety of the University uses the just-in-time review and approval process.  

Certificate of Environmental Safety Compliance (CESC) - The Office of Research (REA) will request a certificate if your protocol involves the use of biohazards, control substances or dangerous materials and forward the necessary documents to the Center for Environmental Health and Occupational Safety (EHS). The lead-time for issuing a CESC is approximately one week, if you and the research staff involved with this project are properly trained and your laboratory safety requirements are in compliance.

BioSafety Committee (BSC) - If your protocol involves the use of recombinant preparations and/or CDC select agents, REA’s Assurance Coordinator will send you Appendix 2 of the USUHS Form 3208 (Biosafety Committee Information) for you to complete, and the Coordinator will forward the information along with your protocol to the BioSafety Committee  for review.     The Biosafety Committee meets only once a month, so it is important to notify REA immediately after you receive a notification of grant award.

Radiation Safety Committee (RSC) - If your protocol involves the use of radioactive materials, REA’s Assurance Coordinator will send you Appendix 3 of the USUHS Form 3208 (Radioactive Committee Information) for you to complete and the Coordinator will forward the information along with your protocol to the RSC.   The RSC typically grants approval within two-three weeks if you and your research staff involved with this project is in compliant with all radiation safety policies (Appendix 2 attached).  

APPENDIX 1

	PROJECT DESCRIPTION LIST

	Select a single category that best describes your project.

	Behavioral and Neuroscience (1)
	Health Maintenance and Disease Prevention (5)

	 FORMCHECKBOX 

	Behavioral (1a)
	 FORMCHECKBOX 

	Health Services Research (5a)

	 FORMCHECKBOX 

	Neurosciences - Basic Sciences (1b1)
	 FORMCHECKBOX 

	Smoking (5b)

	 FORMCHECKBOX 

	Neurosciences – Pathology (1b2)
	 FORMCHECKBOX 

	Substance Abuse (5c)

	 FORMCHECKBOX 

	Neurosciences – Clinical Sciences (1b3)
	 FORMCHECKBOX 

	Health Promotions (5d)

	
	
	 FORMCHECKBOX 

	Accident Prevention and Safety (5e)

	
	
	 FORMCHECKBOX 

	Epidemiology (5f)

	
	
	
	

	Infectious Disease (2)
	Teaching/Education (6)

	 FORMCHECKBOX 

	Vaccines (2a)
	 FORMCHECKBOX 

	Teaching/Education (6)

	 FORMCHECKBOX 

	Toxins, Diagnostics, and Therapies (2b)
	
	

	 FORMCHECKBOX 

	Basic Biology of Bacterial, Viral, or Parasite Diseases (2c)
	Other Diseases (7)

	 FORMCHECKBOX 

	Population Biology (2d)
	 FORMCHECKBOX 

	Renal (7a)

	 FORMCHECKBOX 

	Immunology, Host Defenses (2e)
	 FORMCHECKBOX 

	Cardiovascular (7b)

	 FORMCHECKBOX 

	Other (2f)
	 FORMCHECKBOX 

	Gastrointestinal (7c)

	
	
	 FORMCHECKBOX 

	Reproductive (7d)

	
	
	 FORMCHECKBOX 

	Respiratory (7e)

	Genetics/Cell Biology (3)
	 FORMCHECKBOX 

	Endocrine (7f)

	 FORMCHECKBOX 

	Normal Biology not Fitting in Other Topics (3a)
	 FORMCHECKBOX 

	Clinical Pharmacology/Drugs (7g)

	 FORMCHECKBOX 

	Cell Mechanisms of Disease, Cell Injury and Repair (3b)
	
	

	 FORMCHECKBOX 

	Cancer (Neoplasia) (3c)
	Other (8)

	 FORMCHECKBOX 

	Genetics (3d)
	
	 FORMCHECKBOX 

	Other (8):       
	Describe: 
	     
	

	
	
	 FORMCHECKBOX 

	Telemedicine (8a)

	Combat Causality Care (4)
	 FORMCHECKBOX 

	Operational Medicine/Military Readiness (8b)

	 FORMCHECKBOX 

	Wound Healing, Trauma, and Resuscitation (4a)
	
	

	 FORMCHECKBOX 

	Shock, Ischemia, and Cryopreservation (4b)
	Nursing (9)

	 FORMCHECKBOX 

	Blood and Blood Substitutes (4c)
	 FORMCHECKBOX 

	Anesthesia (9a)

	 FORMCHECKBOX 

	Inflammation (4d) 
	 FORMCHECKBOX 

	Family Nursing (9b)

	 FORMCHECKBOX 

	Biological, Chemical, Nuclear and Medical Defenses (4f)
	 FORMCHECKBOX 

	Education (9c)

	 FORMCHECKBOX 

	Other (4g)
	 FORMCHECKBOX 

	Other (9d)

	 FORMCHECKBOX 

	Gulf War (4h)
	
	

	
	
	Student Research (10)

	
	
	 FORMCHECKBOX 

	GSN Student Research (10a)

	
	
	 FORMCHECKBOX 

	Medical Student Research (10b)

	
	
	 FORMCHECKBOX 

	Other Student Research (10c)


APPENDIX 2 

RADIATION SAFETY GUIDELINES FOR 

PROTOCOLS INVOLVING RADIOACTIVE MATERIALS

1.  The person submitting the protocol must have the radiation worker status of at least an independent user.  

a.  To obtain independent user status the individual must attend the 8-hour Basic Principles of Radiation Safety (Independent User) Course and have 3 months of experience using the type of radiation and the physical form of the radioactive material listed in the protocol.

b.  All new protocol submitters will be expected to attend the IU Course, which is offered once each quarter.

2.  The protocol must be utilized under an active Radionuclide Experimental Authorization (REA) with the radiological Principle Investigator fully aware and responsible for the work performed under the protocol.


a.  The REA must contain the radioisotope and compounds listed on the protocol.


b.  The REA limits for the amount of radioactive material ordered, stored and used in a single procedure must be greater or equal to those requested on the protocol.

3.  All individuals listed on the protocol who will handle radioactive material must have the radiation worker status of at least supervised worker.

4.  Excessive radioactive waste must not be created in the protocol.

APPENDIX 3                        

                                               DEPARTMENT ASSIGNMENTS

	Dept/RT Acronym
	Department/Research Type (Dept/RT)
	 DEPT/RT Code
	USU Grants Specialist
	IRB Coordinator
	

	
	
	
	
	
	

	AFR
	AFRRI
	64
	Yvette Prince 
	Margaret Pickerel
	

	ANE
	Anesthesiology
	80
	Sheila Dudley
	Margaret Pickerel
	

	APG
	Anatomy, Physiology & Genetics
	70
	Yvette Prince 
	Margaret Pickerel
	

	BIC
	Biomedical Instrumentation Center
	28
	Sheila Dudley
	N/A
	

	BID
	Bioinformatics
	29
	Joanne Milligan
	Margaret Pickerel
	

	BIO
	Biochemistry
	71
	Joanne Milligan
	Margaret Pickerel
	

	DER
	Dermatology
	84
	Joanne Milligan
	Margaret Pickerel
	

	FAP
	Family Medicine
	81
	Joanne Milligan
	Margaret Pickerel
	

	FG
	Fisher Grants
	FG
	Sharon Randall
	N/A
	

	GEO
	Graduate Education Office (Neuroscience & MCB)
	54
	Yvette Prince 
	N/A
	

	GSN
	Graduate School of Nursing
	61
	Joanne Milligan
	Margaret Pickerel
	

	MED
	Medicine
	83
	Sharon Randall
	Margaret Pickerel
	

	MEH
	Medical History
	62
	Joanne Milligan
	Margaret Pickerel
	

	MIC
	Microbiology & Immunology
	73
	Sheila Dudley
	Margaret Pickerel
	

	MEM 
	Military and Emergency Medicine
	91
	Joanne Milligan
	Margaret Pickerel
	

	MPS
	Medical and Clinical Psychology
	72
	Sheila Dudley
	Margaret Pickerel
	

	NEU
	Neurology
	92
	Yvette Prince 
	Margaret Pickerel
	

	OBG
	Obstetrics& Gynecology
	85
	Sheila Dudley
	Margaret Pickerel
	

	OSA
	Office of Student Affairs
	50
	Joanne Milligan
	N/A
	

	PAT
	Pathology
	74
	Joanne Milligan
	Margaret Pickerel
	

	PED
	Pediatrics
	86
	Sharon Randall
	Margaret Pickerel
	

	PHA
	Pharmacology
	75
	Sharon Randall
	Margaret Pickerel
	

	PHY
	Physiology
	76
	Yvette Prince 
	Margaret Pickerel
	

	PMB
	Preventive Medicine and Biometrics
	87
	Sheila Dudley
	Margaret Pickerel
	

	PRS
	Office of the President
	12
	Sharon Randall
	N/A
	

	PSY
	Psychiatry
	88
	Joanne Milligan
	Margaret Pickerel
	

	RAD
	Radiology
	89
	Yvette Prince 
	Margaret Pickerel
	

	RC
	Research Contracts
	RC
	Sharon Randall
	N/A
	

	REA
	Office of Research
	27
	Sheila Dudley
	N/A
	

	SUR
	Surgery
	90
	Sharon Randall
	Margaret Pickerel
	

	TRS
	Teaching and Research Support
	20
	Sheila Dudley
	N/A
	

	IMR
	Intramural Research Program
	IRP
	Mary Kay Gibbons

Vernell Shaw

 All Departments
	Margaret Pickerel
	

	CON
	Congressional Programs (DBSCIP)
	CON
	Patty Mayo
	Dr. Richard Levine
	

	TSNRP
	Tri-Service Nursing Research Program
	61
	Joanne Milligan
	Dr. Richard Levine
	

	N/A
	Second Level IRB Review
	N/A
	N/A
	Margaret Pickerel
	

	
	
	
	
	
	


APPENDIX 3, con’t                     

                                        DEPARTMENT ASSIGNMENTS

                                           CONTACT INFORMATION

	
	REA Point of Contact
	Phone
	Email Address
	
	

	
	Extramural Programs
	
	

	
	Sharmon Scriven
	295-9814
	sscriven@usuhs.mil
	
	

	
	Yvette Prince
	295-9815
	yprince@usuhs.mil 
	
	

	
	Joanne Milligan
	295-0199
	jmilligan@usuhs.mil 
	
	

	
	Sharon Randall
	295-9816
	srandall@usuhs.mil 
	
	

	
	Sheila Dudley
	295-9818
	sdudley@usuhs.mil 
	
	

	
	Patty Mayo
	295-0458
	pmayo@usuhs.mil 
	
	

	
	Intramural Programs
	
	

	
	Dr. Kristin Heitman
	295-3952
	kheitman@usuhs.mil
	
	

	
	Mary Kay Gibbons
	295-9817
	mgibbons@usuhs.mil
	
	

	
	Vernell Shaw
	295-9817
	vshaw@usuhs.mil
	
	

	
	IRB 
	
	

	
	Dr. Richard Levine
	295-9813
	rlevine@usuhs.mil
	
	

	
	 Dr. Robert Bienvenu
	295-1837
	rbienvenu@usuhs.mil
	
	

	
	Margaret Pickerel
	295-9722
	mpickeral@usuhs.mil
	
	


