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Research Projects with PET scan components
I. Protocols involving PET scans must be submitted to the PET Technologists for review of the practical logistics of the PET protocol before being submitted to the Research Office for review by the Institutional Review Board (IRB) and Research and Development Committee (R & D).   At the time of submission, PET technical staff will review the PET component of the study and explain PET record-keeping requirements to ensure that file names that are created for the study data comply with your needs, the study requirements and the realities of our PET camera software.  A PET technologist will sign off on the PET Protocol Screening Form, which needs to be submitted to Research before the R&D meeting date.
II. The cost of a PET study is determined by isotope usage and table time plus a fee for disposable supplies. Fred Covelli in Nuclear Medicine (838-5889) will assist in determining exact figures and review billing procedures. Fred will supply you with a Nuclear Medicine fee ticket protocol number.  
III. Research PET scans will not be done on pregnant woman. All females 59 years of age or less must have a urine pregnancy test performed the day of the scan
IV. Approval from the following committees is required prior to beginning a research study involving PET scans: 1) VA R & D Committee, 2) VA IRB, and 3) the VA Radiation Safety Committee.  In addition, you must either have an approved Investigational Drug Application (IND) obtained from the FDA for the radiopharmaceutical you plan to use or approval by the UB Radioactive Drug Research Committee (RDRC).  You may also need other approvals, e.g., UB IRB.  Although approvals may be obtained in any order, it is usually more logical to obtain IRB approval before submitting to the Radiation Safety Committee (RSC). However, any of the committees can request changes which would require re-submission for approval to committees that had already approved the study. (Exact current guidelines regarding  RDRC vs IND and specific isotopes are being requested in writing from the FDA and will  be included in this SOP in the future).
1. The IRB and R&D Committees of the VA WNY Healthcare System must review and approve all protocols.  They meet monthly except August. These committees will not give full approval until the protocol is approved by the RSC and the RDRC (if applicable).
2. The Radiation Safety Committee (RSC) meets at least 4 times a year usually on the first Thursday of a month but will meet more often if a Human Use Application is submitted to them. A Nuclear Medicine physician must be listed as an applicant on this form. The study name on this submission must end with the name of the isotope used ( example: A study of IBS using  15 O-water).  Applications must to be submitted 4 weeks before the meeting date to allow for review by the Radiation Safety Office, which will then distribute copies to the RSC members for their review. A study cannot be initiated until it is listed on the Radioactive Materials Authorization List. Applications and information can be obtained by calling Phil Cunningham (ext. 5226) or Lori Redlinski (ext 5225).
3. The University at Buffalo RDRC meets 4 times a year, but is very accommodating and flexible to enable the start of new research studies. A digital copy of the most recent RDRC application form can be obtained from Gene Fast (fast@buffalo.edu) the Heath Physicist for UB Nuclear Medicine  (838-5889).   This group usually meets 4 times a year,. The study name on this submission should be the same as that on the RSC application.
V. Letters of Support 

1. If the research proposal is submitted and the signatures on page 2, item 22 are not those of Dr. J. Gona as Superviser and Dr. James Schlehr as Careline manager, a letter of support must be submitted from the  D& T Careline even if a Co-PI is from Nuclear Medicine.  The support letter from the D&T Careline must support the use of PET and the lab for urine pregnancy tests as well as any other required lab tests
.  

2.  Under certain conditions a study will be performed under an approved Investigational New Drug (IND) Application instead of oversight by the RDRC.  If the study PI does not hold his/her own IND (Investigation New Drug Application from the FDA)  a letter of support from the person holding the IND acknowledging that the study is being done under his/her auspices must be submitted even if that person is listed as a Co-PI. Both the RDRC and FDA require annual reports that are the responsibility of the project director (not the holder of the IND).

VI. Investigation Drug Information Record -VA Form 10-9012: Presently all new studies require the use of this form for radioisotopes. Therefore, an Investigation Drug Information Record should be submitted with all protocols for each isotope used. We are presently seeking exact current guidelines regarding this issue, especially for commercially available isotopes routinely used for clinical studies, especially FDG. (They will be included in this SOP as soon as available).
VII. PET Suite FORMS

1. File Naming Convention
PET personnel will assist the PI in developing a file name structure for each scan in the study. The filename should have a study participant ID, a study nickname, and study count. A descriptor field in the file header identifies the task/isotope/condition of each scan. This form must be submitted to the technologist before doing the first  participant of study.

2.  Research Referral Form (The Pink Sheet)
The PI or study coordinator must complete a form ( template is available in PET Suite) for each participant verifying that he/she is eligible for this study and the study has been approved by the appropriate committees (e.g. IRB, R&D, RSC, RDRC etc.). This form must be on pink paper (available in PET Suite) and must be completed before scheduling a scan with the PET technologists.

3.  Scan File Name Sheet
A sheet should be submitted for each participant by the day of the scan. It will inform technologists of file name field information specific to the scan performed at a specific session. It will also list parameters which are study specific.  Monitoring of information on these forms are the responsibility of PI or study personnel.  
VIII. Consents
The following information must be included in the consent:

Items in ‘Italic’ are study specific.

Under:   2.  What will be done if you take part in this research study?
“As part of our research, we will ask you to have a  ‘isotope’  PET scan of your brain.  You will lie flat on your back during the scan. We will inject a small amount of  ‘isotope’ into your body.   For the next ‘time/length of scan’ or so, we will take a series of pictures”.

“If you are a woman  59 years of age or less ‘we will  do a pregnancy test the day of the PET scan’ before the PET scan.  This study may have bad effects on an unborn child and can’t be done during pregnancy.  To your knowledge, you are not pregnant now.”
All brain scans must include: “You will be positioned in the PET camera where your head will be held still by a plastic mask. There will be holes in the mask that allow you to see and hear things in the room.”
If the study involves placement of an IV line the following information must also be included: “We will use a needle to place a small tube in a vein in one of your arms. This is called starting an IV”.

Additional information may also be required regarding the specific isotope used in the study. This is isotope dependent and can be discussed with the technologists at the time of the initial review. 

Under: 3.  What are the possible discomforts and risks?

“Potential complications include pain, bruising, or bleeding at the site where the needle is placed. You will receive a small dose of radiation as the result of participating in this study. The amount of radiation exposure is about the same as that received during many standard X-ray procedures such as a CT scan of the body. Some people find it hard to hold still during the study.”
IX.  Responsibilities of PI or Research Coordinator
1. Notify Pathology and Laboratory Services at ext 7876 of the need for a STAT urine pregnancy test and the approximate time  the urine specimen will be delivered to the lab.  This should be done at least 30 minutes before delivery of the urine specimen to the lab on 2 B.
2. Administration of all drugs other than radioisotopes must be done by a member of the study team. PET technologists can only dispense radioisotopes.
3. A member of the study team must obtain and record vital signs required by the protocol.

4. Technologists will obtain blood from IV line and put into tubes supplied by study team. Labeling, handling, disposition and delivery to lab of any collected specimens are the responsibility of study team.
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