	Seattle Cancer Care Alliance

Clinical Trial Planning and Implementation (CTPI) Form 

	Date of Request: 
	
	Purpose of Request 

(check all that apply):
	[    ] Feasibility Analysis
	[   ] Budget Planning
	[   ] Implementation Review
	[    ]  Updated pricing
	[    ]   Add-on pricing

	Institution:
	[   ] UW   
[   ] FHCRC
	Approving IRB:
	 [   ] Cancer Consortium [    ]  FHCRC [   ] UW  [    ]  WIRB
	Anticipated Approval Date:
	
	Anticipated Start Date:
	
	# of Participants:
	

	Principal Investigator:
	
	E-mail:
	
	Phone:
	

	Study Contact:
	
	E-mail:
	
	Phone:
	

	Prot. #  
	
	Title :
	
	Study Phase:
	[   ] I
	[   ] II
	[   ]  III
	[   ] IV



Purpose of This Form:   

The purpose of this form is to facilitate the implementation of clinical trials that will utilize the Seattle Cancer Care Alliance as a performance site by providing pricing for clinical services that will be charged and invoiced to the study budget via a AAA account.  Principal Investigators or their designee will complete this form to provide specific information from the protocol about those items/services that will be budgeted in the study budget and submit it for pricing.  SCCA operational managers or their designee will review submitted forms, provide fee/pricing information and identify any issues that may require special consideration to effectively implement the study after it is IRB approved.  This review may be performed at a Implementation meeting with the study staff and appropriate SCCA Managers or designee.  This process will not discuss the scientific merit of clinical trials or duplicate the IRB process.  
The last page of this form is the AAA account registration form.  Submit this page along with a budget number to the Research Implementation Office (RIO) when you are ready for the AAA account to be established. NOTE: The study budget number must be assigned before the AAA account will be established.  Participants should not be scheduled for research related activity until the AAA account has been announced (allow at least 3 business days for the AAA account activation process).
Policy:

Completion and submission of this form is indicated for any clinical trial being performed at the Seattle Cancer Care Alliance Clinic that has non-routine care clinical services/items that will be charged and invoiced to the study budget.   Principal Investigators and/or study staff may also utilize this form to obtain budget or feasibility information before submission to IRB.  Obtaining budget or feasibility information via this process is an optional step in addition to but prior to the required implementation review. 

Instructions:

1. Fill in the header:  Click on “view”, click on “header and footer” and complete all fields.  This information will now appear on all subsequent pages.

· NOTE:  In order to receive pricing information for budget planning purposes, you must check the “Budget Planning” box.

· To return to the main body of the document, click on “view” and “header and footer” again.

2. Complete the Overview page (Provide as much detail as possible);
3. Complete the appropriate pricing pages for each research related service/item needed at the SCCA Clinic depending on where in the clinic the service/item will be performed/delivered.   For each item, fill in as much information as possible (always include study time-points).  Otherwise processing will be delayed;
4. Complete the “Miscellaneous” page:  The purpose of this page is to identify any staff training needs, outside equipment and other systems issues that do not fit elsewhere. 
5. Submit the entire packet to Research Implementation Office (RIO) electronically to groper@seattlecca.org.   Include a copy of the Protocol, Consent form(s) for the site, Investigator Brochure (if applicable) and Clinical Trials Policy Coverage Analysis Checklist (go to: http://www.seattlecca.org/Research-Staff-Resources.cfm)

6. The Research Implementation Office will contact you within 2 business days to confirm receipt and to schedule an Implementation review.
If you have any questions regarding this process, please contact Gina Roper at 288-6607.  

Please provide an overview of the protocol activity that will occur.  If the activity is an item or service that is considered routine care for that particular disease or situation, please write that information in the left-hand column.  If it is an item or service that would not be considered routine care or solely to meet protocol requirements, please write that information in the right-hand column.  In addition, please note any item or service that is considered routine care but will be paid for by the research study budget in the Research Trial/Non-Routine Care column.  The content of the Research Trial/Non-Routine column should be reflected on one of the following department specific pricing pages.  Examples of procedures and services include specimen collection and testing, radiology imaging, apheresis collections, infusions/injections or ECG.  Routine care definition:  Items or services that are typically provided absent a clinical trial and are generally recognized as the medically necessary conventional care in the region.  Items (other than infusion administration) that are part of a research trial but considered “expanded coverage” per the Clinical Trials Policy NCD should be included in the routine care column.
The details you provide here will aid the implementation stakeholders in reviewing the study and providing pricing information.  Please be as specific as possible about the clinical service activity this research entails. Note: Incomplete forms will be returned.
	To Be Completed by PI or Designee


Overview:
	Routine Care
	Research Trial/Non-Routine Care

	Medications/Dosage:
	Medications/Dosage: 

	     

	     


	Procedures/Services:
	Procedures/Services: 

	     

	     

	Other:
	Other:


	     

	     



Radiology Services 

	Location of Service: 
	 FORMCHECKBOX 
 SCCA only
	 FORMCHECKBOX 
 SCCA and UWMC
	Note: For UWMC services only contact radaaa@u.washington.edu.


	To Be Completed by PI or Research Study Staff Designee
	To Be Completed by Service Area Manager or Designee

	Study

Time point(s)
	Description Of Research Related Service(s)

(Please include Area and Contrast Requirements [With (w), With/Without (w/wo) or Without (wo) contrast] 

Ex: CT Abdomen w/ contrast
	Location of Service
(SCCA or SCCA/UWMC)
	CPT Code
	Service Dept No.*
	Research Price

	
	
	
	
	
	Facility fee
	Pro-fee

	     
	     
	     
	
	
	
	

	     
	     
	     
	
	
	
	

	     
	     
	     
	
	
	
	

	     
	     
	     
	
	
	
	

	     
	     
	     
	
	
	
	

	     
	     
	     
	
	
	
	

	     
	     
	     
	
	
	
	

	     
	     
	     
	
	
	
	

	*Service Dept Number & Name: 7120 = MRI, 7130 = CT Imaging, 7140 = Diagnostic Imaging, 7143 = Ultrasound, 7144 = Mammography, 7150 Nuclear Medicine


 FORMCHECKBOX 
 Protocol requires on-site RECIST interpretation

 FORMCHECKBOX 
 Initial Radiology Clinical Research Application Form completed (not required for CXR & Diagnostic film only).
PLEASE NOTE:  SCCA Radiation Safety Committee Approval is required. Contact Lisa Dunnwald at 288-2009 for assistance.
	Pricing Reviewed and Approved By:
Print Name:  John McCloskey
Signature:   _______________________________    Date: _________
	Phone: (206) 288-1451  jmcclosk@Seattlecca.org 
SCCA Mailstop: G2-209



Laboratory Services at SCCA 

If the protocol involves any non-standard tests, please provide specific blood draw instructions for staff, including type of tubes, volumes, refrigerate/freeze/room temp, where to send or contact information for pick up. To determine whether the SCCA can perform a specific test, please refer to the SCCA Lab Specimen Collection and Handling Manual (http://www.seattlecca.org/clinical-departments-and-labs.cfm).

	To Be Completed by PI or Designee
	 To Be Completed by Service Area Manager or Designee

	Study

Time point(s) 
	Description Of Research Related Service(s) 
	CPT Code
	 Service Center
	Procedure Code
	Research Price

	     
	     
	
	
	
	

	     
	     
	
	
	
	

	     
	     
	
	
	
	

	     
	     
	
	
	
	

	     
	     
	
	
	
	

	     
	     
	
	
	
	


	     
	     
	
	
	
	

	     
	     
	
	
	
	

	     
	     
	
	
	
	

	     
	     
	
	
	
	

	     
	     
	
	
	
	

	 FORMCHECKBOX 
 PK samples will be drawn in the Alliance Lab.   Time-points:      
 FORMCHECKBOX 
 IV line will need to be placed for PK draws in the Alliance Lab.
 FORMCHECKBOX 
 Please provide quote for vitals signs (level 1 visit) to occur in conjunction with PK draws.

 FORMCHECKBOX 
 Activity involves UW Research Testing Services (RTS).
	PK samples will be process by:

 FORMCHECKBOX 
 Research Specimen Processing Facility (SCCA 7th floor)

 FORMCHECKBOX 
 Specimen Processing Services/Digel Lab (Arnold Building)

 FORMCHECKBOX 
 Other:       


	Pricing Reviewed and Approved By:
Print Name: Paul Helmuth
Signature:  _______________________________________     Date: _________________
	Phone: (206) 288-1070 PHELMUTH@SEATTLECCA.ORG
SCCA Mailstop: G-5000


Cell Processing at SCCA (Cell Therapy Lab)
	To Be Completed by PI or Designee
	 To Be Completed by Service Area Manager or Designee

	Study

Time point(s) 
	Description Of Research Related Service(s) 
	CPT Code
	 Service Center
	Procedure Code
	Research Price

	     
	     
	
	
	
	

	     
	     
	
	
	
	

	     
	     
	
	
	
	

	     
	     
	
	
	
	

	     
	     
	
	
	
	

	     
	     
	
	
	
	


	CTL Pricing Reviewed and Approved By:

Print Name: Robynn Kittoe
Signature:  _______________________________________     Date: _________________
	Phone: (206) 667-1680 rkittoe@seatttlecca.org 
SCCA Mailstop: LV-107


Cell Processing at SCCA (Apheresis)
	To Be Completed by PI or Designee
	 To Be Completed by Service Area Manager or Designee

	Study

Time point(s) 
	Description Of Research Related Service(s) 
	CPT Code
	 Service Center
	Procedure Code
	Research Price

	     
	     
	
	
	
	

	     
	     
	
	
	
	

	     
	     
	
	
	
	

	     
	     
	
	
	
	

	Apheresis Pricing Reviewed and Approved By:

Print Name: Melodee Smith
Signature:  _______________________________________     Date: _________________
	Phone: (206) 288-2126 msmith@seattlecca.org 
SCCA Mailstop: G-500


Pricing verification by: Sakuntra Thongchanh
Signature:  _____________________________________
Date: _____________

Drug Administration at SCCA (Infusion Services)
 FORMCHECKBOX 
  This clinical research study is “deemed qualified” for Medicare coverage under the CTP NCD and charges will be billed to insurance, or:
 FORMCHECKBOX 
  The study will cover the cost of infusion administration and related supplies. (Please complete the table below)
	To Be Completed By PI or Designee
	 To Be Completed by Service Area Manager or Designee

	Study Time points
	Medication
	Dose 
	Route 
	Freq 
	Time for Infusion 
	Time In Room 
	Special notes:
	CPT Code
	Research Price

	     
	     
	     
	     
	     
	     
	     
	     
	
	

	     
	     
	     
	     
	     
	     
	     
	     
	
	

	     
	     
	     
	     
	     
	     
	     
	     
	
	

	     
	     
	     
	     
	     
	     
	     
	     
	
	

	     
	     
	     
	     
	     
	     
	     
	     
	
	


Complete the section below for all non-routine care drugs administered in Infusion Services:
Observation requirements: Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 
  (Indicate purpose, duration and frequency):       
Monitoring requirements: Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 
 (Description):      
PK sampling requirements:   Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 
 (Indicate frequency):      
 FORMCHECKBOX 
 Participant(s) need an IV placed for PK draws.
	Pricing Reviewed and Approved By:

Print Name:  Sharol Bohl     Signature:  _______________________________________     Date: _____________
	Sharol Bohl Phone: (206) 288-1256
sbohl@seattlecca.org  SCCA Mailstop: G-5000


Pricing verification by: Sakuntra Thongchanh
Signature:  _____________________________________
Date: _____________


Investigational Drug Services at SCCA
	To Be Answered By PI or Designee

	1
	Does this study involve dispensing of an oral drug?
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	If you answered “Yes” to question 1, please answer the following:


	2
	Does this study meet the NCI definition of a cooperative group trial? http://www.cancer.gov/cancertopics/factsheet/NCI/clinical-trials-cooperative-group
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	3
	Does this study lack the funds to cover the cost of dispensing the study drug?
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	4
	Is the PI requesting the SCCA to waive IDS charges for this study?
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	
	If you answered YES to all of the above, this study is eligible to have IDS dispensing charges waived.  Your request will be forwarded to the Research Implementation Executive Steering Committee for approval.  Please complete the table below for SCCA tracking purposes.
	

	
	If you answered NO to any of the questions above the study will be responsible for the IDS charges below.
	


.  

	Location of Service: (check all that apply)
	 FORMCHECKBOX 
 SCCA Infusion
	 FORMCHECKBOX 
 SCCA Gen Onc/Hem Clinic
	 FORMCHECKBOX 
 Other, specify:       
	 FORMCHECKBOX 
 Network site(s)

	To Be Completed By PI or Designee
	To Be Completed by Service Area Manager or Designee

	Medication/Dose
	Route
	Drug Provided by Sponsor (Y/N)
	# Of Dispensings
	Time Points
	Service Center
	Apply Research Discount (Y/N)
	Charges per Dose 

(100% rate)
	Comments

	
	
	
	
	
	
	
	
	

	     
	     
	     
	     
	     
	
	
	
	

	     
	     
	     
	     
	     
	
	
	
	

	     
	     
	     
	     
	     
	
	
	
	

	     
	     
	     
	     
	     
	
	
	
	

	     
	     
	     
	     
	     
	
	
	
	

	     
	     
	     
	     
	     
	
	
	
	

	PLEASE NOTE:  

If the protocol involves investigational drugs, IDS will need: To Review any preprinted orders, a copy of the investigator brochure, copy of the cover page of the IRB Application indicating IRB approval and to receive protocol amendments.


	IDS Initiation fee:
	

	
	Monthly Maintenance fee:
	

	
	Close Out Fee:
	

	
	Misc. Charges:
	

	Pricing Reviewed and Approved By:

Print name: Sheree Miller, Lead Pharmacist  Signature:  __________________________________  Date: ________________
	Phone: (206) 598-6054 uwmcids@u.washington.edu 

Box 356015 Fax: (206) 598-4901



Other SCCA Clinical Services (Ex: Bone Marrow Aspiration, ECG, Clinic Visit (PE), PFTs, etc.) Note:
· There are 3 different bone marrow procedures: Bone marrow Aspiration, Bone marrow Biopsy & Bone Marrow Aspiration w/ Biopsy.

· If requesting pricing for Bone Marrow Aspiration and/or Biopsy, please note if procedure will be done with or without sedation.

· consider whether or not the procedures you list involves lab testing (ex. FISH, Cytogenetics for Bone Marrow Samples) If so, add the necessary testing to the Laboratory Services page.

· If ECG, indicate type A, B, C or D.  Refer to policy: http://www.seattlecca.org/client/Scheduling-Performing-and-Billing-of-Research-related-ECGs-for-Med-Onc.pdf.
· If requesting Pulmonary Function test quote:  specify components per protocol.

	To Be Completed by PI or Designee
	To Be Completed by Service Area Manager or Designee

	Study Time point(s)
	Description Of Research Related Services

	Location of Service in SCCA Clinic
(Ex: 4th floor, 6th floor)
	CPT Code
	PS Department Number
	Research Price

	
	
	
	
	
	*Facility Fee

	     
	     
	     
	
	
	

	     
	     
	     
	
	
	

	     
	     
	     
	
	
	

	     
	     
	     
	
	
	

	     
	     
	     
	
	
	

	     
	     
	     
	
	
	

	     
	     
	     
	
	
	


*Note:  There may also be a professional fee or interpretation fee related to the service you have requested pricing for.  To obtain the professional fee for a specific service/CPT code, please contact the Clinical Research Budget & Billing Office (CRBB) at 543-7774.  If it is unclear which services involve a professional fee or whether a particular procedure is offered at the SCCA, please contact the Research Implementation Office at 288-6607 for assistance.

	To Be Completed By Department Providing Services: (Department Manager/Contact)

	Pricing Reviewed and Approved By:  Print Name:  _______________________________________
  Signature:  _____________________________________________ Date: ______________


Pricing verification by: Sakuntra Thongchanh
Signature:  _____________________________________
Date: _____________

SCCA – Miscellaneous Systems Issues:

	Who will alert staff when the protocol will begin and when it ends?
	     

	Who will alert staff when a patient is enrolled on the protocol?
	     

	Who will consent participants and how will the signed consent get to the HIM chart?
	     

	Will the study be available on Clinical FYI? 
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	If No, who will place a copy of the protocol in the patient’s chart and update with each amendment?
	     

	Will there be any special patient registration requirements? For example, will non-SCCA patients be participating in the study?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	If Yes, please describe:
	     

	Will non-SCCA-approved equipment be brought into the clinic and used for patient care or research because of this study?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	If Yes, please describe:
	     

	If yes, in which area of the clinic will this equipment be used?
	     

	If yes, where will this equipment be stored when not in use?
	     

	Will any new staff be brought into the clinic because of this study? (e.g., MD’s, RN’s, support staff)
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	If Yes, please describe:
	     

	Are there any special medication, cell or product storage/handling needs? (i.e. Cellular Therapy?)
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	If Yes, please describe:
	     

	Do you anticipate the need for SCCA staff training?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	If Yes, please describe:
	     

	Has the PI addressed issues of provider availability and coverage when the PI is not on-site?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	If Yes, please describe:
	     

	Will there be any special scheduling needs?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	If Yes, please describe:
	     

	Will Patients Need To Complete A Questionnaire For This Study?  Will Space In The SCCA Clinic Be Needed To Complete This Questionnaire?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	If Yes, please describe and include a copy of the proposed questionnaire:       

	Will there be IRB-approved Patient Teaching sheets?


	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	If Yes, please include a copy with your submission. 


	
	Seattle Cancer Care Alliance
	


Clinical Research Trial 

AAA [Account] Registration Form

AAA Registration Form and Pricing Pages must be completed, research prices provided, implementation review scheduled and study budget number assigned prior to AAA account being registered and patient enrollment.

	Date of Request:  

	 FORMCHECKBOX 
[check here to have bills sent to:]  Principal Investigator 

     
	email

     
	phone
     
	campus box #
     

	 FORMCHECKBOX 
[check here to have bills sent to:]  Study Contact
     
	email

     
	phone
     
	campus box #
     

	 FORMCHECKBOX 
[check here to have bills sent to:]  Budget Contact
     
	email

     
	phone
     
	campus box #
     

	title of study (Include Protocol #):      
	AAA study name (up to 15 alpha characters -no numbers)  
     


	UW budget #  (assigned by Grant & Contract Services)         
	# of expected subjects in study

     
	start date

     
	expiration date

     

	For FHCRC and non UW budgets:

	Send Bills to:

     
	Phone:

     
	Fax:

     
	Email:

     

	Mailing Address:

     
	Budget # (for reference only)
     

	Check all that apply:

	Performance sites:
	 FORMCHECKBOX 
 UWMC


	 FORMCHECKBOX 

SCCA  
	 FORMCHECKBOX 
 Other, specify:      


	Sponsor Information:


	 FORMCHECKBOX 
 Federal


	 FORMCHECKBOX 
 Industry


	 FORMCHECKBOX 
 Other Funding, specify:      


	

	AAA account information (To be entered by CRBB):
	· AAA activation process overviiew:

1. For account activation (after the study budget number has been assigned), contact Gina Roper at 288-6607 in the Research Implementation Office (RIO);

2. RIO will forward AAA registration form (this page) along with SCCA pricing information to:  the Clinical Research Budgeting & Billing Support Office (CRBB) to assign AAA Account #;

3. CRBB will return AAA account information to RIO within 3 business days (provided all CRBB requirements have been met);

4. RIO will retain a copy of the AAA Account Registration information and forward electronic copies to: 

· department(s) providing services

· originating study contact

· SCCA Research Billing Office

· SCCA Lead Coder

· FHCRC Data Analyst

· UWMC Laboratory Coordinator (If Laboratory Services pricing is involved)

REMEMBER: always keep a copy for your records

	Account Number: 
	

	Account name: 
	

	Entered into Epic by: 
	

	Date: 
	


PAGE  
***prices will expire one year from the date of the quote***
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