Instructions for Completing USUHS Form 3203

These instructions 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)

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.  

· 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

Complete this section by placing a check in the “NO CHANGE” box if the project has not deviated from previously approved work.  If the project has deviated from previously approved work check “CHANGE” in the appropriate assurance section.  If the assurance does not apply to your project please check “N/A” in the appropriate assurance section. 

Remember that annual reviews are due for continued approval on IRB and IACUC; if it’s time for your review please submit the appropriate forms.

Form(s) and oversight responsibilities for each committee are as follows:

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 version of the 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 review may require a lengthy process before an approval is granted.  It is recommended that the proper IACUC form be 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 are in compliant with all radiation safety policies (Attachment 1 attached).  

Attachment 1 

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.
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