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Positron emission tomography is a nuclear medicine diagnostic imaging procedure using positron emitting
radiopharmaceuticals, often F18 fluorodeoxyglucose (FDG). Evidence suggests that PET may have a role in the
assessment of certain cancers and myocardial viability. The FDG produced by most Ontario PET centres is currently not
approved by Health Canada for routine clinical use, but may be used for research purposes. Furthermore, PET scanning
is presently not an insured health service in Ontario.

Ontario PET Evaluation Studies (1** Step)

Based on recommendations of the Ontario PET Steering Committee and the Ontario Health Technology Advisory
Committee, the Ministry of Health and Long-Term Care (MOHLTC) is funding:

e 5 PET clinical trials, and

e 2 PET registries, one for cancer patients, which includes 4 separate indications and one for cardiac patients.

Physicians may make a referral to a principal investigator of the appropriate clinical trial, or to the nuclear medicine
department at the PET Registry Coordinating Centre for a registry study that matches the patient’s condition. Eligible
patients can receive a PET scan at participating health sciences centres in Toronto, Hamilton, London, or Ottawa. There
will be no charge to the patient.

A brief description of each trial and its enrolment status as of May 31, 2007, as well as the contact information for the
principle investigator at each centre, are summarized in Attachments 1 (Positron Emission Tomography Trials and
Registry Funded by the Ministry of Health and Long-Term Care — 2 pages) and 2 (Ontario Pet Scan Access Program
Request — 2 pages) this bulletin. This information is also available at the following website http://ontariocancertrials.ca/.
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Ontario PET Access Program (2" step if your patient cannot access through Step 1)

If the patient is not identified as a candidate for any of the clinical trials or registry studies, the patient might still be able
to receive a PET scan in Ontario, through the Ontario PET Access Program. A review process has recently been
established by MOHLTC in conjunction with Cancer Care Ontario (see attachment 2 — Ontario Pet Scan Access
Program Request). Through this review process, a radiologist, a huclear medicine physician, and an oncologist,
determine whether the patient is an appropriate candidate for a PET scan. If there is agreement that a PET scan would be
appropriate, then the PET Access Office at the Hamilton Health Science Centre is notified and arrangements are made
for this patient’s referral to an appropriate Ontario PET Centre for the PET scan.

Before requesting a PET scan under the Ontario PET Access Program, it is advisable for the clinician to first
review the summary of the clinical trials and registries (See attachment 1 — Step 1 - Positron Emission Tomography
Trials and Registry Funded by the Ministry of Health and Long-Term Care). All efforts must be made to have the
patient enrolled in one of the clinical studies or registry studies before considering the alternative described above as
Step 2.




Attachment 1
PET Clinical Trials

MOHLTC has committed funding for 5 clinical trials coordinated by the Ontario Clinical
Oncology Group of Cancer Care Ontario (CCO) (Table 1). Of the 5 clinical trials, PET
PREVENT, a trial to evaluate the ability of FDG PET to detect the presence or absence of lymph
node metastases in newly diagnosed breast cancer patients completed patient accrual in April
2007 and is now closed. The results of this trial are being analyzed, and will be reported to the
Ontario PET Steering Committee shortly. In addition to the current clinical trials, the Ontario
PET Steering Committee provides advice to MOHLTC regarding new indications and the need
for additional trials based on ongoing international research.

Ontario Cancer PET Registry

The PET registry provides a PET scan to and tracks the outcomes of patients who meet the
eligibility criteria for one of the following conditions:

e Solitary pulmonary nodule (SPN) for which a diagnosis has not been established by fine
needle aspiration cytology (FNA), is inaccessible to FNA or there is a contra-indication to the
use of FNA;

e Thyroid cancer where recurrent or persistent disease is suspected on the basis of an elevated
and/or rising thyroglobulin but standard imaging studies are negative;

e Germ cell tumours where recurrent disease is suspected on the basis of elevated tumour
markers (beta HCG and/ or alpha fetoprotein) and standard imaging tests are negative, or a
mass persists after primary treatment and surgical resection is being considered;

e Colorectal cancer where recurrent disease is suspected on the basis of elevated or rising
carcinoembryronic antigen (CEA) during follow-up after surgical resection, but standard
imaging studies are negative.

MOHLTC has secured annual funding for the PET Registry, and will be funding up to 700 cases
in the 2007/08 fiscal year. To refer patients to the Ontario PET Registry, physicians may contact
the Ontario PET Registry Coordinating Centre at Hamilton Health Sciences (905-521-2100 ext.
74445).

Cardiac FDG PET Registry of Ontario

MOHLTC is funding a Cardiac FDG PET Registry at the University of Ottawa Heart Institute.
The Cardiac PET registry study is expected to begin patient enrolment shortly to provide a PET
scan to and track the outcomes of patients who meet all of the following criteria:

e Have severe ischemic left ventricular dysfunction (Left ventricular ejection fraction LVEF <
35%), and

e Remain symptomatic (New York Heart Association Class II-1V) despite maximal
medical therapy, and

e Would be suitable candidates for revascularization if there was viable myocardium or
who would be considered for heart transplantation if there is no viable myocardium,
and

e For patients referred from centres without direct access to PET, have undergone
myocardial viability assessment using other modalities (i.e. SPECT using Thallium
or MIBI or dobutamine echocardiography) and the results of those tests are equivocal
or negative in terms of the existence of viable myocardium.

Further information will be circulated upon activation of this registry study.



Table 1: Summary of MOHLTC-Funded PET Clinical Trials

Clinical trial Purpose Eligible Cancer Types | Target Enrolment | Contacts
Sample | as of May
Size 31, 2007
PET Prospective cohort study to Advanced N2 or N3 400 242 Hamilton Regional Cancer Centre:
PREVENT determine the ability of FDG PET | squamous cell Dr. lan Hodson
to detect metastatic cancer in carcinoma of the head (905) 387-9711 ext. 64702 .
neck lymph nodes in patients with | and neck arising in B?”X?enxﬁz%omnzlngancer Centre:
head and neck cancer and either the oral cavity, (51'9) 685-8650
whether the cancer has larynx and pharynx Ottawa Reqional Cancer Centre:
responded to treatment. All (except non- Dr. Libni Eapen
enrolled patients will receive a nasopharyngeal (613) 737-7700 ext. 70199
PET scan before & after treatment | cancer) being Toronto- Princess Margaret Hospital
considered for neck Dr. John Waldron
dissection following (416) 946-6522
primary curative
radiation therapy.
PET START | A prospective randomized Stage Ill non-small 400 199 Hamilton Regional Cancer Centre
controlled trial to determine (1) cell lung cancer Dr. Jim Wright
whether PET will help detect how | suitable for combined (905) 387-9495 ext. 64417
far the lung cancer has spread modality therapy, II_D?ncEignwaerq\u(ounal Cancer Centre
beyond the chest after the patient | radical radiation (51'9) 685-8500 ext. 53347
has undergone all the usual therapy, or trimodality Ottawa Regional Cancer Centre
standard diagnostic tests for lung therapy Dr. Rob MacRae
cancer and (2) determine whether (613) 737-7700 ext. 70205
PET results will change how much Toronto -Princess Margaret Hospital
of the chest will need radiation. Dr. Alex Sun
Half the enrolled patients will (416) 946-6522 _
receive a PET scan. 'éoronto Sunnybrook Regional
ancer Centre
Cindy Foden
(416) 480-5846
ELPET A randomized controlled trial that Stage |, II, or llIA non- | 322 305 London Regional Cancer Centre:
compares standard imaging tests | small cell lung cancer Dr. Richard Inculet
to PET in the staging of non-small | in which the primary (519) 667-6679 ]
cell lung cancers. In order to lesion appears g:egén\/;ze}oi::mtm
determine whether PET can technically (965) 813-1100 ext. 1841
detect occult metastatic disease appropriate for Ottawa General Hospital:
and thus help determine which surgical resection Dr. Donna Maziak
patients with lung cancer have based on x-ray or CT. (613) 737-8899 ext. 74035
early stage disease that may be Toronto Princess Margaret Hospital
treated surgically. Half the Dr. Gail Darling
enrolled patients will receive a (416) 340-3121 _
PET scan. Scarborough Genera_l Hospital:
Dr. Abdollah Behzadi
(416) 438-2911
Toronto St. Joseph's Health Centre:
Dr. Y. Shargall
(416) 530-6653
PET CAM A prospective randomized Colorectal 400 138 Toronto:
controlled trial to determine the adenocarcinoma Princess Margaret Hospital
impact of pre-operative FDG PET | (excluding carcinoid, Dr. Steven Gallinger
on patients who have been squamous cell (;[1 %ggsgfg%alth Centre
assessed as havmg resectable cancef, . Dr. Richard Hart
colorectal cancer liver metastases | gastrointestinal (416) 530-6841
by conventional imaging, by stromal tumour, or Sunnybrook Regional Cancer
determining the proportion of lymphoma) with Centre
patients who have a change in resectable metastasis Linda Last
management resulting from PET | isolated to the liver. (416) 480-5000 ext. 3885
imaging. Half the enrolled patients :am!:Ion fit' Jlf[)hseéph s Heaghca:re &
(randomised to the PET arm) will D?n\yegnTagr?dan clences .entre
receive a PET scan. (905) 521-6148
PET Patient accrual completed Study closed

PREDICT




Ontario PET SCAN Access Program Request

TO BE COMPLETED BY THE REQUESTING PHYSICIAN

Referring Physician’s Name:

Referring Physician’s Telephone: and Fax:

Provider Number:

Patient Name:

OHIP Number DDDD-DDD-DDD-DD Telephone:

Date of birth: / / Sex: [ |M[]F
YYYY MM DD

Postal Code

Indications for the PET Scan:

[] Is your patient a candidate for one of the current PET clinical trials or Registry study?

[ Jyes [INo
If not :

[] Attach a copy of the reports from all relevant imaging studies

List all relevant imaging study 1. Date of: / / Clct [us MR
YYYY MM DD
2. Date of: / / [lcT [Jus [IMR
YYYY MM DD
3. Date of: / / LleTJus LIMR
YYYY MM DD
4, Date of: / / CleT LJus LIMR
YYYY MM DD
5. Date of: / / []JcT[JUus[JMR

YYYY MM DD

Please fax this form and any additional documents in support of a PET Scan to
Provider Services Branch at (613) 536-3184.

Should you have any questions about this form or the program, please call 1-888-359-8807



Ontario PET SCAN Access Program Request

TO BE COMPLETED BY THE REQUESTING PHYSICIAN

Patient Consent
(to be completed and signed by the patient)

l, , consent to my physician disclosing personal health information
on, and attached to this form, to the Ministry of Health and Long-Term Care relevant to the
medical condition that might qualify me for a diagnostic assessment using Positron Emission
Tomography (PET). In addition, | consent to the Ministry’s disclosure of this information to
Cancer Care Ontario. | understand that the purpose of this disclosure of my personal health
information is to determine whether | can participate in a government-funded PET scan clinical
trial or registry study in Ontario. If I do not qualify for one of these studies, my personal health
information may be used to determine if | could qualify for a PET examination through a review
process established by Cancer Care Ontario

Signature of patient Date

Patient Consent for minor child
(to be completed and signed by parent/legal guardian of patient)

l, , (name of parent/guardian) am the parent/ legal guardian of
(name of child). | consent to the above- named physician disclosing
personal health information on, and attached to this form, to the Ministry of Health and Long-
Term Care relevant to the medical condition that might qualify me for a diagnostic assessment
using Positron Emission Tomography (PET). In addition, | consent to the Ministry’s disclosure of
this information to Cancer Care Ontario. | understand that the purpose of this disclosure of

's personal health information is to assess and determine whether

can participate in a government-funded PET scan clinical trial or
registry study in Ontario. If does not qualify for one of these studies, his/her
personal health information may be used to determine if he/she could qualify for a PET
examination through a review process established by Cancer Care Ontario

Name of parent/guardian Signature of parent/guardian or patient Date
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