Regulated Clinical Research Information Management (RCRIM) Technical Committee Meeting Minutes

Teleconference

August 31, 2010
Attendees

	First Name
	Last Name
	Affiliation
	E-mail Address

	Joel
	Finkle
	Image Solutions, Inc.
	joel.finkle@imagesolutions.com

	Patricia
	Garvey
	FDA
	patricia.garvey@fda.hhs.gov

	Scott
	Getzin
	Eli Lilly and Company
	sgetzin@lilly.com

	Norman
	Gregory
	FDA
	norman.gregory@fda.hhs.gov

	Ed
	Helton
	NCI
	heltone2@mail.nih.gov

	Pierre-Yves
	Lastic
	Sanofi Aventis
	pierre-yves.lastic@sanofi-aventis.com

	Latousha
	Leslie
	FDA
	latousha.leslie@fda.hhs.gov

	Jay
	Levine
	FDA
	jonathan.levine@fda.hhs.gov.

	Andrew 
	Marr
	GSK
	Andrew.p.marr@gsk.com

	Tanya
	Newton
	SAFE-Biopharma Association
	tanya.newton@safe-biopharma.org

	Armando
	Oliva
	FDA
	armando.oliva@fda.hhs.gov

	Ed
	Tripp
	Edward S. Tripp and Associates
	edward.tripp@estripp.com

	Steve
	Ward
	Lilly
	stw@lilly.com

	Geoff
	Williams
	Roche
	geoff.williams@roche.com


Note: The review of decision making practices has been moved to the September 14, 2010 agenda.
I. Approval of RPSr2 Ballot Reconciliation
The ballot reconciliation from the January ballot still needs to be completed. Jason Rock was not available on the call. Geoff Williams will contact Jason and schedule a time for completion and RCRIM Work Group approval of the reconciliation package.
II. Review Cambridge Agenda 
RPS Leadership team determined that there was no need for face to face work in Cambridge. There was a request from Ed Tripp that at least one quarter be devoted to an update on all RPS activities so that those not directly on the team but interested or on related projects could receive and update and ask questions. The sessions for Q1 and Q4 Tuesday will be cancelled and a single session will be schedule for Q1 Wednesday. Geoff would like to give the update via teleconference. Ed will check with HL7 on availability of telephone or other teleconference/web meeting resources.
The Q3 Monday sessions to reconcile the eStability IG and the Study Participation IG will be moved to Tuesday Q4. Ed will ask Gunther if he would like to move the SPL IG reconciliation to Q1 Tuesday or leave it on Q4 Monday.

The lead for discussions on the CDISC to Message materials will be changed from Patty Garvey to Jay Levine.

Brian McCourt has requested time to update RCRIM on the Cardiovascular project. It is tentatively scheduled for Q1 Thursday. There is a request to Brian to see if he would prefer Q1 Tuesday.

The up to date agenda may be found at:

http://wiki.hl7.org/index.php?title=RCRIM_Working_Group_Meeting_Agendas#Cambridge.2C_MA.2C_24th_Annual_Plenary_.26_Working_Group_Meeting_October_2010
All agendas for Cambridge may be found at:

http://wiki.hl7.org/index.php?title=WGM_information#Agendas
The current RCRIM agenda as of these minutes is:
Cambridge, MA, 24th Annual Plenary & Working Group Meeting October 2010
RCRIM WORKING GROUP SESSIONS
	


	Day 
	Date 
	Qtr 
	Time 
	Event 
	Session Leader 
	Room 

	Sunday
	03-Oct
	Q1
	9:00-10:30
	None
	
	

	
	
	Q2
	11:00-12:30
	None
	
	

	
	
	Q3
	1:45 -3:00
	None
	
	

	
	
	Q4
	3:30 -5:00
	None
	
	

	Monday
	04-Oct
	Q1
	9:00-10:30
	None
	
	

	
	
	Q2
	11:00-12:30
	None
	
	

	
	
	Q3
	1:45 -3:00
	None 
	
	

	
	
	Q4
	3:30 -5:00
	SPLr5 IG Ballot Reconciliation 
	Gunther Schadow 
	



	Tuesday
	05-Oct
	Q1
	9:00-10:30
	TBD 
	TBD 
	



	
	
	Q2
	11:00-12:30
	Common Product Model
	O&O Hosting
	



	
	
	Q3
	1:45 -3:00
	· ICSR issues 

· Risk Management activities for drugs post market 
	Joint with PS 

RCRIM Hosting 
	



	
	
	Q4
	3:30 -5:00
	· eStability IG Ballot reconciliation 

· Study Participation IG ballot reconciliation 
	Norman Gregory 


Jay Levine 
	



	Wednesday
	06-Oct
	Q1
	9:00-10:30
	RPS Project update 
	Geoff Williams 
	



	
	
	Q2
	11:00-12:30
	· Business Meeting 

· Update 3 Yr Plan 
	co-chairs 
	



	
	
	Q3
	1:45 -3:00
	· CDISC to Message DSTU Update 

· CRFQ 
	Jay Levine 

TBD 
	



	
	
	Q4
	3:30 -5:00
	· BRIDG 

· CTR&R 
	Julie Evans 

Scott Getzin 
	



	Thursday
	07-Oct
	Q1
	9:00-10:30
	· Vocabulary 

· Cardiovascular Project Update 

· Unfinished Business 
	Bron Kisler 

Brian McCourt 

Co-chairs 
	



	
	
	Q2
	11:00-12:30
	Joint meeting with Clinical Genomics
	RCRIM Hosting
	



	
	
	Q3
	1:45 -3:00
	TBD
	
	

	
	
	Q4
	3:30 -5:00
	TBD
	
	

	Friday
	08-Oct
	Q1
	9:00-10:30
	TBD
	
	

	
	
	Q2
	11:00-12:30
	TBD
	
	

	
	
	Q3
	1:45 -3:00
	TBD
	
	

	
	
	Q4
	3:30 -5:00
	TBD
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