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Satellite Site Application

Instructions:

· Complete Application, Scan and E-mail to the CTSN Data Coordinating Center (DCC) to:  
	
	rosemarie.gagliardi@mssm.edu


Mailing Address:
The Cardiothoracic Surgical Network

Mount Sinai School of Medicine

Department of Health Evidence and Policy 
International Center for Health Outcomes and Innovation Research
One Gustave L. Levy Place Box 1077
New York, N.Y. 10029
· Attach any supplemental documents.

Goal:

The goal of soliciting the participation of satellite sites that have high volumes of patients consistent with the inclusion and exclusion criteria of the AFIB trial is to maximize the chance to improve patient recruitment rates.
Review process:

Interested investigators are required to send the completed application to the CTSN DCC. The application will be reviewed by the CTSN Satellite Site Sub-Committee and when deemed complete, forwarded to the CTSN Steering Committee for a decision.  Key review considerations are the satellite site investigator’s qualifications and ability to recruit the patients of interest, as well as the availability of adequate resources and appropriate lines of communication with the DCC.  The Steering Committee will discuss and make a final decision by majority vote.   

Surgeon Principal Investigator:

Name




Title

Address

Telephone Number


Email Address

Cardiologist Co-Investigator:

Name




Title

Address

Telephone Number


Email Address

Institution Name:

Address


Are there other locations associated with your site where protocol patients would be enrolled and/or treated on study?   



 FORMCHECKBOX 

 YES
 FORMCHECKBOX 

NO

If yes, list institution(s):

Additional Institution(s):

Name

Contact Person




Title

Address

Telephone Number



Email Address

Is this location covered by the same IRB?
 FORMCHECKBOX 

YES
 FORMCHECKBOX 

NO
If no, list IRB information:

Research Staff Information:

Sub-Investigator (s):

Name




Title

Address

Telephone Number


Email Address

Research Nurse(s):

Name




Title

Address

Telephone Number


Email Address

Data Coordinator(s):

Name




Title

Address

Telephone Number


Email Address

Regulatory Coordinator(s):

Name




Title

Address

Telephone Number


Email Address

Research Administration:   Official at the Institution with authority to assist with the follow:

Contract:

Name




Title

Address

Telephone Number


Email Address

Budget:

Name




Title

Address

Telephone Number


Email Address

Local CMS Submission & Approval:

Name




Title

Address

Telephone Number


Email Address

Institutional Review Board and Protection of Human Subjects:

Name




FWA Number

Address

Telephone Number


Email Address

HIPAA Privacy Officer:

Name




Title

Address

Telephone Number


Email Address
Protocol Feasibility:
Please complete the attached screening log for years 2009 and 2010.
General Characteristics:
How long do you anticipate it would take to prepare study documentation submission for the IRB?

What is the IRB timeline for final approval? 
What is the approximate timeline for executing site sub‐contract(s)? 

How long do you anticipate it would take to recruit your first patient? 

Research Experience:

How many multicenter cardiovascular research studies has the site conducted? 

How many multicenter cardiovascular surgical trials has the site conducted? 
How many years have the investigators been involved with clinical research trials?

· Principal Investigator 

· Co‐Investigator 

·  Sub‐Investigator (s)
What types of trials do you currently participate in?  Please check all that apply.

Sponsor Type:
 FORMCHECKBOX 
 Industry

 FORMCHECKBOX 
 NIH 


 FORMCHECKBOX 
 Other, please state type: 

Protocol Type:

 FORMCHECKBOX 
 Surgical 
 FORMCHECKBOX 
 Device 
 FORMCHECKBOX 
 Drug 
 FORMCHECKBOX 
 Other, please state type: 

Does the site currently have any actively accruing trials?


 FORMCHECKBOX 
 Yes
  FORMCHECKBOX 
 No

If yes, please specify:

Number of 

 FORMCHECKBOX 
 Industry 
 
 FORMCHECKBOX 
 NIH 
 
 FORMCHECKBOX 
 Other 


Number of Treatment trials: 
Surgical  
Device  

Drug  

Other 

Identify the number of patients accrued in cardiothoracic/surgical clinical trials in 2010? 
Identify the number of patients accrued in cardiovascular clinical trials in 2010?

Number of patients enrolled over the last two years per trial?
	Name 
	Sponsor
	 #Patients Enrolled
	 Trial N

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


Does the site have experience with electronic CRFs?



Yes 
No

Can your site accommodate electronic CRFs (access to Internet Explorer 7.0 or higher, or Firefox 3.0 or higher?) 








Yes
 No
Does your site currently have any competing trials: 



Yes
 No

If yes, how many total: 

Does your site have access to the devices used for these trials? 


Yes 
No

If no, can you obtain access:






 Yes 
No

Does your site have the capability to participate in the bio‐repository? 

Yes 
No

Does your site have access to liquid nitrogen? 




Yes 
No

If no, can you obtain access: 






Yes 
No

Does your site have access to a ‐80°C freezer?


 

Yes
No

If no, can you obtain access: 






Yes 
No
Does your site have access to collecting costing data from UB‐92 forms, CMS billing data and hospital billing sheets?








Yes
 No

If no, can you obtain access: 






Yes 
 No
Does your site work with remote heart rhythm monitors? 
 

Yes
 No

Audit History
Has the site ever been involved with a FDA audit? 



Yes 
No

If yes, please provide date:

Has the site received a 483? 






Yes 
No
Has the IRB of record ever received a 483? 




Yes
No
Has the principal investigator ever received a 483? 



Yes 
No
Has the co‐investigator ever received a 483? 




Yes 
No
If Applicable, please provide a summary of the findings of each 483: 

Investigator’s Experience:

Principal investigators will be cardiothoracic surgeons with expertise in atrial fibrillation surgery and 
Co-Investigators will be cardiologists with experience in caring for patients with arrhythmias. 
Have you performed at least 10 surgical AF ablation and 10 mitral valve procedures over a 2 year period. 
List the numbers of surgical AF ablations performed 

in 2010


in 2009

List the numbers of mitral valve procedures performed
 
in 2010


in 2009

As Principal Investigator, will you agree to be responsible for overseeing the ongoing performance of the other participating surgical investigators at that site over the course of the study.   Yes

No

As Principal Investigator, will you agree to participate in at least one of the bi-annual meetings of the CTSN Investigator Committee?





      
Yes

No

Do you use the following bipolar and unipolar devices (based on a radiofrequency [RF] energy source): 

Medtronic Cardioblate LP (bipolar RF) 

 


Yes

No
Medtronic Standard or XL 


 


Yes

No
Surgical Ablation Pens (unipolar RF)

 


Yes

No
Atricure OLL2 Bipolar Handpiece (Bipolar RF) 

 

Yes

No
Atricure MAX1 Transpolar Pen (Unipolar RF)



 Yes

No
Estech COBRA Cooled Surgical Probe (Unipolar RF) and Bipolar Straight and Parallel Clamps (Bipolar RF)    








Yes

No
Other:

ATS Cryomaze or AtriCure Frigitronics device used for the creation of cryo lesions:   
Yes

No
Cryoprobe for lesions approaching the mitral or tricuspid annulus:
 
Yes

No
Attestation:

Have the satellite Principal Investigator and Co‐Investigator reviewed the Protocol Synopsis?  Yes       No

Does the satellite Principal Investigator and key personnel agree to participate? 

Yes 
No

Has the Principal Investigator read the Satellite Site Guidelines?   


Yes 
No

Does the Principal Investigator agree to comply with the CTSN Satellite Site Requirements?    Yes      No

Application Completed by:




 Date:

Telephone Number:





 Email Address:

PI Signature:____________________________


Date:_____________________

Please email application with supporting documents to: rosemarie.gagliardi@mssm.edu by April 21, 2011.

Include the following required documents for the Principal Investigator & Co-Investigator:

1. Current signed and dated CV or Bio sketch
2. Copy of Medical License

3. Copy of current certificate of completion of Human Subject Protection Education
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