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Date: 
May 28, 2010
From: 
Shanda Finnigan, RN, BSN, CCRC
Subject:
CTEP CTCAE v3.0 to CTCAE v4.0 Conversion Plan

High Level Overview:

· 964 non-terminal CTEP or CIP studies affected by this conversion as of May 27, 2010.

· Conversion will occur on a pre-defined, pre-approved schedule for each Site/Cooperative Group/Consortium/Network.   CTEP requires finalization of the schedules by July 1, 2010.  
· Actual conversion of protocol data in CTEP systems will be done in batches to minimize the down time of CDUS and AdEERS and will occur at the end of each quarter: September 2010, December 2010, March 2011, June 2011, and September 2011 plus the end of July 2010 for the small group of CTMS monitored protocols.  

· CTEP has identified five general conversion groupings: 

· Cooperative Groups (n=482 protocols): Cooperative Groups will choose their own quarterly schedules with the understanding that their entire portfolios must be converted prior to September 2011 and that not all Cooperative Groups can convert all protocols at the same time.  CTEP requires at least 20% of each Cooperative Group’s portfolio be converted within each of the five quarters to evenly distribute the workload.  Each Cooperative Group must submit their proposed schedule to Shanda Finnigan, RN, BSN, CCRC at finnigas@mail.nih.gov prior to July 1, 2010 for CTEP review and acceptance, as resources are not available to allow all Cooperative Groups to convert all protocols at the same time.  You may request to schedule more than 20% of your trials in the early quarters.
· Non-Cooperative Group, non-CTMS monitored studies (n=184 protocols): Scheduled by lead organization over the first four quarters.  See attached schedule.

· CTMS monitored studies (n=69 protocols): All will be converted as a group after their successful July 2010 load (end of July 2010).  
· NCI Intramural/Clinical Center, non-CTMS monitored studies (n=33 protocols): All will be converted as a group at the end of December 2010.  

· CDS Web Submitters (n=112 protocols): All will be converted as a group at the end of December 2010.

· Following successful data conversion by CTEP, the CDUS Operations Team will send a report detailing the newly mapped data to each Primary CDUS Contact. 

· CTEP requests that you review your portfolios for protocols that can/should be updated to Complete or Administratively Complete and thus removed from the list. All protocols that fall into this category must be updated prior to their scheduled conversion date. 
· Amendment submission can begin immediately once your Site/Cooperative Group/Consortium/Network’s conversion schedule is finalized and accepted by CTEP. This will give you a minimum of four and a maximum of sixteen months, depending on your conversion schedule, to submit your conversion amendments to PIO. 
· Conversion will occur independently of amendment submission and regardless of whether the previous CDUS load was successful or rejected.  The CDUS Operations Team will, however, make every effort to get all data successfully loaded prior to conversion.
Amendment Requirements:

· CTEP requests that CTCAE reporting be the only change submitted in these amendments.  This will allow them to be treated as Editorial Amendments within CTEP and thus facilitate a prompt review.

· The start date of use of CTCAE v4.0 must be identified within the protocol as different protocols will begin using CTCAE v4.0 at different times.  Additionally, use of a start date will allow amendment submission at any time regardless of actual conversion date.  The CTCAE v4.0 start date for your protocol is identified in the accompanying schedule document and is based on CDUS quarter.  Failure to include the correct start date will result in disapproval of the amendment.
· Conversion amendments can be submitted at any time prior to your conversion date, but must include the CTCAE v4.0 start date as per the accompanying schedule document as the actual conversion will occur independently of the protocol amendment.

· Please note, ‘CTCAE version 4.0’ or ‘CTCAE v4.0’ is understood to represent the most current version of CTCAE v4.0 as referenced on the CTEP website (http://ctep.cancer.gov/protocolDevelopment/electronic_applications/ctc.htm).  Protocols should not list explicit citations of version (currently CTCAE v4.02) as that will necessitate a protocol amendment every time an editorial change occurs to the CTCAE.  Future major CTCAE version changes (to v5.0 and beyond) will necessitate an amendment for all protocols.

· CTCAE v4.0 language amendments:  
Protocols may be amended one of two ways:  1) By simply replacing all references to CTCAE v3.0 with CTCAE v4.0 and its start date (example 1 below); or 2) By adding an end date for CTCAE v3.0 utilization and inserting CTCAE v4.0 and its start date at all CTCAE v3.0 references (example 2 below).  The example text is taken from section 7.2 of the CTEP Phase I and II templates and uses the start date for a protocol converting in the first quarter:
Example 1:

7.2              Adverse Event Characteristics 

  
· CTCAE term (AE description) and grade:  The descriptions and grading scales found in the revised NCI Common Terminology Criteria for Adverse Events (CTCAE) version 4.0 will be utilized for AE reporting beginning October 1, 2010.  All appropriate treatment areas should have access to a copy of the CTCAE version 4.0.  A copy of the CTCAE version 4.0 can be downloaded from the CTEP web site (http://ctep.cancer.gov).
Example 2:
7.2              Adverse Event Characteristics 

  
· CTCAE term (AE description) and grade:  The descriptions and grading scales found in the revised NCI Common Terminology Criteria for Adverse Events (CTCAE) version 3.0 will be utilized until September 30, 2010 for AE reporting.  CTCAE version 4.0 will be utilized beginning October 1, 2010.  All appropriate treatment areas should have access to a copy of the CTCAE version 4.0.  A copy of the CTCAE version 4.0 can be downloaded from the CTEP web site (http://ctep.cancer.gov).
Conversion Schedule Notes:
· Cooperative Groups = ACOSOG, CALGB, COG (and COGC), ECOG, GOG, NCCTG, NCIC, NSABP, RTOG, SWOG
· NCI Intramural/Clinical Center (Lead Organization CTEP ID) = MD004, NCIMB, NCISB, NCIDER, NCIETI, NCIROB, NCIPOB, HIVNCI, NCINAV, NCILMB, NCIMET, NCIMIP
· A separate Excel spreadsheet with a detailed list of affected studies notating conversion group, lead organization and conversion quarter accompanies this document.
· You may notice DCP studies are not listed on the accompanying spreadsheet.  DCP is reviewing their list of affected studies and will provide instruction shortly.
· We attempted to identify all exempt (no AE reporting required) studies within the affected list.  If you feel your study is incorrectly notated as exempt or not exempt, please contact Shanda Finnigan, RN, BSN, CCRC at finnigas@mail.nih.gov.
· All requests for changes must be submitted to Shanda Finnigan, RN, BSN, CCRC at finnigas@mail.nih.gov as soon as possible.  The sooner a request is received, the better chance there is that we will be able to accommodate said request. CTEP will be unable to accommodate any requests received after July 1, 2010.
	High Level Conversion Schedule 

	Conversion Quarter
	Conversion Group
	Affected Lead Organizations/Conversion Groups
	Date of Data Conversion at CTEP 
	CTCAE v4.0 Start Date

	Conversion Quarter 1 (ending September 2010)
	CTMS monitored studies
	All CTMS monitored studies
	Last week of July 2010
	August 1, 2010

	
	Cooperative Group studies
	Per the Cooperative Group's accepted schedule (~20+% of portfolio)
	Last week of September 2010
	October 1, 2010

	
	Non-Cooperative Group, Non-CTMS monitored studies
	TX035, MDA, MN026, TN024, CO085, WA020, VA009,WI020, ACRIN
	
	

	
	NCI Intramural/Clinical Center, non-CTMS monitored studies
	NONE
	N/A
	N/A

	
	CDS Web Submitters
	
	
	

	Conversion Quarter 2 (ending December 2010)
	Cooperative Group studies
	Per the Cooperative Group's accepted schedule (~20+% of portfolio)
	Last week of December 2010
	January 1, 2011

	
	Non-Cooperative Group/Network, Non-CTMS monitored studies
	25036, 25094, NJ066, EORTC, PA086, MA038, OH076, IN083, CT018, 47006, 47005, PMHC, 11030, MA148, MA034, MA036, NY167, BMTCTN , IBCSG, PBTC
	
	

	
	NCI Intramural/Clinical Center, non-CTMS monitored studies
	MD004, NCIMB, NCISB, NCIDER, NCIETI, NCIROB, NCIPOB, HIVNCI, NCINAV, NCILMB, NCIMET, NCIMIP 
	
	

	
	CDS Web Submitters
	All CDS Web Submitting protocols
	
	

	
	CTMS monitored studies
	NONE - Completed July 2010
	N/A
	N/A

	Conversion Quarter 3 (ending March 2011)
	Cooperative Group studies
	Per the Cooperative Group's accepted schedule (~20+% of portfolio)
	Last week of March 2011
	April 1, 2011

	
	Non-Cooperative Group/Network, Non-CTMS monitored studies
	NY016, TX098, IDD, OR014, NC002, TX041, PA075, NC010, 34003, MD015, MD017, IL057, OH007, FL065, WA008, PA110, PA015, NV039, NY011, OR010, UCC
	
	

	
	CTMS monitored studies
	NONE - Completed July 2010
	N/A
	N/A

	
	NCI Intramural/Clinical Center, non-CTMS monitored studies
	NONE - Completed December 2010
	
	

	
	CDS Web Submitters
	NONE - Completed December 2010
	
	

	Conversion Quarter 4 (ending June 2011)
	Cooperative Group studies
	Per the Cooperative Group's accepted schedule (~20+% of portfolio)
	Last week of June 2011
	July 1, 2011

	
	Non-Cooperative Group/Network, Non-CTMS monitored studies
	NY045, TN116, MD114, TN008, CA141,CA221, CA088, CA006, CA136, CA043, CA011, MI020, MI213, IN007, OH029, AMC
	
	

	
	CTMS monitored studies
	NONE - Completed July 2010
	N/A
	N/A

	
	NCI Intramural/Clinical Center, non-CTMS monitored studies
	NONE - Completed December 2010
	
	

	
	CDS Web Submitters
	NONE - Completed December 2010
	
	

	Conversion Quarter 5 (ending September 2011)
	Cooperative Group studies
	Per the Cooperative Group's accepted schedule (~20+% of portfolio)
	Last week of September 2011
	October 1, 2011

	
	CTMS monitored studies
	NONE - Completed July 2010
	N/A
	N/A

	
	NCI Intramural/Clinical Center, non-CTMS monitored studies
	NONE - Completed December 2010
	
	

	
	CDS Web Submitters
	NONE - Completed December 2010
	
	

	
	Non-Cooperative Group/Network, Non-CTMS monitored studies
	NONE - Completed July 2011
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