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ACRIN Protocol-Specific Application

ACRIN 6671: Cervical and Endometrial Cancers - Treatment Planning with PET/CT

Participation Overview  

The American College of Radiology Imaging Network (ACRIN) and the Gynecologic Oncology Group (GOG) are cooperatively conducting the trial: “Utility of Preoperative PET/CT Scanning Prior to Primary Chemoradiation Therapy to Detect Retroperitoneal Lymph Node Metastasis in Patients with Locoregionally Advanced Carcinoma of the Cervix or Endometrium.”  The protocol references are ACRIN 6671 and GOG 0233.

To participate in this trial, sites must be ACRIN approved and work collaboratively with a current GOG member or affiliate.  A list of ACRIN approved institutions is available on the ACRIN website (www.acrin.org). The General Qualifying Application (GQA) for sites not previously approved is available at: http://www.acrin.org/RESEARCHERS/CONDUCTINGRESEARCH/SITEAPPLICATION/tabid/116/Default.aspx
The approval process for ACRIN 6671 also requires submission of the ACRIN Protocol Specific Application (PSA).  The ACRIN Institutional Participants Committee (IPC) will review the PSA and ACRIN will notify you of the IPC’s review decision.  Upon approval, you will receive a standard ACRIN institutional agreement that defines the contractual obligations of ACRIN and your institution.  

Section I: Site Information 

	Name of Site:      


	Address:      

	Address:      

	City:      
	State:      
	Zip code:      


Section II: Site Personnel

	Nuclear Medicine Physician/Radiologist (attach CV):      

	

	Address:      

	Telephone:      
	Fax:      
	E-mail:
     

	

	Primary Gynecologic Oncologist (attach CV):      

	Address:      

	Telephone:      
	Fax:      
	E-mail:
     

	Of the physicians listed above, who will serve as the Site Principal Investigator?       

	

	ACRIN Research Associate/Coordinator:      

	Address:      

	Telephone:      
	Fax:      
	E-mail:
     

	

	GOG Research Associate/Coordinator (if different from the ACRIN Coordinator):      

	Address:      

	Telephone:      
	Fax:      
	E-mail:      

	GOG Pathologist:      

	Address:      

	Telephone:      
	Fax:      
	E-mail:      


Section III: Imaging Equipment 

	Manufacturer
	Model

	     
	     

	     
	     


	Does/Do your scanner(s) meet the requirements listed below?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	PET/CT scanner requirements:

· Multislice CT (if CT volumetry scan is performed with the PET/CT, the PET/CT scanner must have a ≥ 6 detector rows; ≤ 500 msec gantry rotation speed and be able to do multiple prospective reconstructions at different reconstructed image thicknesses to insure adequate levels of spatial quality). 

· BGO (Bismuth Germinate Oxide)

· LSO (Lutetium Oxyorthosilicate), or similar crystal PET scanner with the following:

· A field of view appropriate for body imaging (> 10 cm)

· High Resolution (FWHM, 6.0 mm) and high sensitivity

· Post-injection transmission capability using CT


	Is your site able to perform the PET scan acquisition parameters described in section 12.0 of the protocol?

	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No


	PET or PET/CT Qualification Process 

ACRIN qualification of the PET/CT scanner is required prior to enrollment of study participants. This qualification is independent and separate from the ACR or ICANL accreditation requirement noted above.  


The application instructions and the application form are available on the ACRIN web site at:  www.acrin.org/CORELABS/PETCORELABORATORY/tabid/127/Default.aspx


Section IV: Information Technology Infrastructure
Each participating site is required to submit PET/CT images to the ACRIN. The preferred image transfer method is via TRIAD, a software application that ACRIN provides for installation on a PC at your site that collects image sets from a scanner’s computer or from the picture archiving communications system (PACS). The TRIAD software anonymizes, encrypts and non destructively compresses the images as they are transferred to the ACRIN database in Philadelphia.
Other options for submitting images include a secured file transfer protocol (sFTP) to a specific location on the ACRIN server or on a CD mailed to ACRIN’s imaging core lab. Plain/hard copy films will not be accepted. 
	Do you have the network capability to transmit data from a scanner to a linked workstation or PC?
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 


	Do you have a PC available with the following specifications to support the TRIAD software: 

· Operating System Windows XP Pro,  Windows 2000 Server SP4 and above, and Windows 2003 server  
· Access to the Internet: Internet Explorer 

· A 100 GB hard drive is preferred

· At least 512 GB RAM

· Ability to view PDF documents

· Software utilities required to run image transmission software:

· Windows Installer 3.1

· Microsoft NET framework 2.0

· MDAC Type 2.8

· MS SQL 2005 Express
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 



Please contact the ACRIN TRIAD help desk to arrange the installation of the TRIAD software prior to first accrual at Triad-Support@acr-arrs.org or by phone at 215-940-8820. For imaging core lab submission questions please contact the lead technologist for this trial. Contact information can be found at: http://www.acrin.org. 
Section V: Participant Enrollment 
A total of 380 women will be enrolled, including 165 patients with cervical cancer and 215 patients with endometrial cancer. Cervical cancer participants must be considered for chemoradiation therapy with subsequent definitive surgery for cervical cancer, stage IB2 IIA ≥4cm, IIB-IVA will be recruited. Endometrial cancer participants who have confirmed grade 3 endometrioid endometrial carcinoma; serious papillary carcinoma, clear cell carcinoma, or carcinosarcoma (any grade); and grade 1 or 2 endometrioid endometrial carcinoma with cervical stromal involvement overt in clinical examination or confirmed by endocervical curettage will be recruited.
	Number of patients treated at your site in 2009 with pathologically confirmed cervical cancer determined to be a candidate for chemoradiation therapy with subsequent definitive surgery.
	Jan. 1st – Dec. 31st 2009

	
	     

	Number of patients treated at your site in 2010 with pathologically confirmed cervical cancer determined to be a candidate for chemoradiation therapy with subsequent definitive surgery.
	Jan. 1st – Dec. 31st 2010

	
	     


	Number of patients treated at your site in 2009 with pathologically confirmed high risk endometrial cancer with subsequent definitive surgery.

	Jan. 1st – Dec. 31st 2009

	
	     

	Number of patients treated at your site in 2010 with pathologically confirmed high risk endometrial cancer with subsequent definitive surgery.

	Jan. 1st – Dec. 31st 2010

	
	     

	Indicate from what source(s) the above patient volume information was obtained:

 FORMCHECKBOX 
 Oncology Practice Database

 FORMCHECKBOX 
 Hospital Information System

 FORMCHECKBOX 
 Other, please specify:      


Section VI: Recruitment Tools
ACRIN will support recruitment at participating sites with a variety of recruitment tools.  To help us plan and prioritize their production, please rate how likely you are to use the following tools.  Please note: all patient recruitment materials must be IRB approved prior to use.

	Recruitment Tool
	Very Likely
	Likely
	Somewhat

Likely
	Not Likely

	PowerPoint presentation to inform referring clinicians about the study.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Study brochure for clinicians to give to their patients who are eligible to participate.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	A sample script for RAs to use when discussing the trial with participants along with suggestions for obtaining patient consent.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Other?      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



Section VII: Recruitment of Minority Participants
Provide the percentage breakdown of the minority population served at your site during January 1 to December 31, 2008.

	Race
	%
	
	Ethnicity
	%

	Asians
	     
	
	Hispanics
	     

	Black or African Americans
	     
	
	Non-Hispanics
	     

	Caucasians
	     
	
	
	

	Multi-racial
	     
	
	
	


Section VIII: Collaborating Physicians

Collaboration between the radiologists, gynecologic oncologists and the research support staff will be crucial to successfully carry out the protocol and to meet the target accrual completion date. To assist with confirming the support required by oncology colleagues, please have the oncologists identified on page one (1) of this application review and sign the attached “oncologist support letter” letter from the trial principal investigators Michael Gold, MD, from Vanderbilt University and Mostafa Atri, MD from Toronto General Hospital. Once signed, please E-mail or fax the signed letter along with your application. 

Section IX: Protocol Principal Investigator Confirmation

I,       (Name of Protocol Principal Investigator) have reviewed and agree with the information contained in this application and approve of its review by ACRIN’s Institutional Participants Committee.
*Please submit a current CV along with the completed protocol-specific application
Section X: Application Submission Information:

Please e-mail the completed application to: acrin_application@acr-arrs.org or mail or fax as follows:

American College of Radiology

Attn: ACRIN 6671 PSA

Diagnostic Imaging Administration

1818 Market Street, Suite 1600

Philadelphia, PA 19103-3604

Fax: (215) 717-0936

Letter for the GOG Site Principal Investigator

Dear Colleague,

Thank you for your interest to participate in the ACRIN 6671/GOG 0233 trial: Utility of preoperative FDG-PET/CT scanning prior to primary chemoradiation therapy to detect retroperitoneal lymph node metastasis in patients with locoregionally advanced (IB2, IIA > 4 cm, IIB-IVA) carcinoma of the cervix and endometrium.  This trial is coordinated by the American College of Radiology Imaging Network (ACRIN) and the Gynecological Oncology Group (GOG).

As the Primary Gynecologic Oncologist, we want to ensure you are aware of the responsibilities we ask you to carry out for the trial.  They include:
1. Become familiar with the study protocol.
2. Coordinate communication about the trial with the other participating physicians in your practice.

3. Identify the study pathologist and confirm that he or she is willing to perform the pathology related requirements specified in the protocol.

4. Assist with patient recruitment.  This includes helping the study research assistant identify eligible participants.
5. Facilitate compliance with study requirements including: MR Scans, PET/CT Scans.
We look forward to working with you on this important trial and are happy to respond to any questions you may have.

Sincerely,

Michael Gold, MD


Mostafa Atri, MD

Protocol Principal Investigator

Protocol Principal Investigator

Gynecological Oncology Group

American College of Radiology Imaging Network

michael-gold@ouhsc.edu

mostafa.atri@sunnybrook.ca
Primary Gynecologic Oncologist’s electronic signature:       
               Date:      
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