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	Name

	
	Andy Buckler (BBMSC)

	
	Enrique Aviles (C-Path)

	
	Dianne Reeves (NCI) 

	
	Jon Neville (C-Path) 

	
	Rhonda Facile (NCI-CDISC) 

	
	Janice Chilli (SAIC) 

	regrets
	Shannon Labout (CDISC) 

	
	Jesse Bowden (BioMedical Systems)

	regrets
	Chris Tolk (CDISC) 

	
	Tina Taylor (ACRIN)


AGENDA
· Review of metadata approach and tables
· Next steps
· Tc schedule
SPREADSHEET Review
Janice walked the group through the worksheets.
Completed: NBIA, AIM, DICOM, QIBA
ACTION ITEMS:
· Add ACRIN variables to the spreadsheet - Tina
· RECIST criteria from NCI CRF project & CDISC SDS team - Dianne
· Device domains from CDISC Device team - Rhonda
Goal is to have the above completed by the end of January so the team can start to apply designations and creating metadata tables.
Deferred: CIP, QIN – question as to what to do with these, they are users of standards.
ANIMAL RELATED METADATA
Question about keeping animal metadata in the spreadsheet. Andy thinks we should retain this information.  Dianne asked it this would make it more difficult to reproduce.  Andy replied that it would.
DECISION – limit the scope to human imaging.
MACHINE GENERATED VERSUS CRF ACQUIRED DATA
Data that someone captures on a CRF and system generated data.  Dianne stated that in the CRF initiative, the scope was/is limited to the collected data, not derived data or auto generated from devices.  Suggested that it is possible to create an addendum of auto populated or derived data.
Andy commented that there is a movement towards more auto generated imaging data due to issues with hand-populated data (errors, etc.).  Janice – equipment manufacturer & model information.  This can be either done manually by hand or automatically and some instances where machine generated data is needed as part of a radiologist’s assessment (kVP, SUV).
DECISION:  Regardless of whether or not the data is machine generated or hand populated we need this information.  Will apply the relevant core designation and add an implementation comment as to the genesis of the information.
DATA ABOUT THE CT IMAGE
Data about the CT Image – pixels, color palette, etc. – level of image content detail to be included.
DECISION: Leave these variables in the spreadsheet for now.  The team to re-assess later.
TELECONFERENCE SCHEDULE
Every two weeks,  starting January 12, 2012, 2:00 – 3:00 CST.
PROJECT PLAN
[image: ]
	Topic
	Discussions/Decisions
	Action Items

	Meeting schedule
	Occurs every 2 week(s) on Thursday effective 7/21/11.  Rhonda will revisit for another date and time if necessary.
	

	Image quality/DICOM
	· Data elements defined/modality
· 3 categories:
1. Category 1: Mandatory data element
2. Category 2: Data element must exist but does not have to contain data
3. Category 3: Data elements determined by vendor and OEM
· What are the image quality data elements/modality?
· Focus on Category 1 data elements for this project
4. 2011 08 18 – agreed that if one standard has a mandatory data elements that elements must be included in the basic collection of elements.
	Agreed that we need to have the designations from all the standards. 
ACTION: Add core designations to the spreadsheet. Done



	Image quality/ACRIN
	Captured on CRFs to determine whether the image (results) can be used for statistical analysis and may determine case status - ineligible, etc.
	

	Definitions
	· RECIST - need to provide good definitions.  Interpretations vary.
· "Study identifier" needs to be defined.  DICOM collects this data element as an imaging sequence ID, others may interpret as protocol ID
· Do we look at other areas to define variables?
· Difficult to match to caDSR content w/o definitions at this time (Dianne)
· We may need a separate concept if definitions are vastly different
	Rhonda to send a note to Barry (responsible for the SDTM TU standard), to ask about definitions and if they can be developed.  
2011 09 29 – document received.

	Standards
	· How will variables translate from one standard to another?
· Can we leverage what we do with CT for other modalities?
· This is driving toward something that would be worthy of a caDSR
	

	
	· What do we want to do?
1. Stick to a central set (80/20 rule)
2. Increase later on
3. Create an all inclusive list

· Clinical CRF for usage, the addition of variables?
	

	Outcomes
	· For any given row, the item has to be mandatory
· Review and compare:
1. QIBA & QIN: Andy
2. NBIA & AIM: Janice 
3. caDSR: Diane (CIP content in caDSR) 
4. ACRIN: Tina
5. DICOM: Jesse and Janice 
· 2011 08 18 How to handle multiple caDSR IDs in the spreadsheet.  Agreed to add a new column and label caDSR1. caDRS 2, etc.  Done, column added where needed.
· Need to populate data from the following standards first SDTM, CDASH, BRIDG, NBIA, AIM and DICOM.  This will help with identifying shared elements in QIBA, QIN, CIP later in the process.
	2011 08 18 Janice to add NBIA and AIM followed by Jesse who will enter the DICOM elements. 

2011 09 29 – NBIA is now in the spreadsheet (extracted). Janice to follow-up with the AIM developer.



2011 09 28 - NBIA and Aim are done. DICOM is ongoing.  Question on how much to pull in.  

	Spreadsheet changes
	2011 08 18 
1. Qin & CIP are not SDOs, they point to other standards.  Agreed to keep these columns in the spreadsheet for now as it will be good to know which standards they reference on a variable level.
2. Equipment tab, lines 23-29 to be moved to Image Quality tab.
3. Add a new tab IMAGE ADMINISTRATION to contain variables like Hospital name, he location of the machine, date of last calibration, DICOM study mode, etc.
	2- 2011 09 28 – we split equipment tab and added image quality.
3 - 2011 09 28 – once ACRIN is in we will have the image ADM tab.

	Team Wiki
	A team wiki has been created on the NCI confluence wiki site: 
https://wiki.nci.nih.gov/display/CIP/NCI-CDISC+Imaging+CRF+Project
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	Next Meeting
	Date: September 1, 2011
Time: 2:00 - 3:00pm Central; 3:00 - 4:00pm Eastern
Dial in: 1-415-363-0833 
Pass-code: 563707
Web Link: http://cdisc.adobeconnect.com/imagingcrf/
	


September 1, 20111 Action items based on the review include:
1.  Some items have a dotted representation t mean that an item is not appropriate in that instance, or that an item does not exist for that particular column. 
2.  Move item #3 on tab 1 to tab 2 – is it redundant?  Or change item 3 on tab 1 to Study ID.  Is this a Coordinating Center ID?
3. We agreed that the SDTM domains should be added as a column, not a row.  There can be different domains for the entries on a single tab.  
4. There are two series of columns (element, designation, and definition) now on the spreadsheet to collect caDSR data elements.  The first column (to the left) will be used to hold any standards found in caDSR; the second column will be used for any additional elements found in caDSR that are worth including.
5. There was discussion about the Equipment tab, that some of the content on that tab should be moved.  That tab of content should be evaluated by Andy and Janice for movement to a better location.
6. There was discussion about the creation of an ‘Image Exposure’ tab.  
7. Dianne identified content for the Recist variables from the caDSR that can be added.  These variables have been in use by NCI trials for a number of years.  Additionally, content from the CDISC SDS team for Recist criteria will be requested through Barrie Nelson
Followup for this item: Dianne talked with Barrie Nelson, who replied that he would share the variables and their definitions with the Imaging group.  That content will be placed in the spreadsheet.
8.  Discussion of the CDISC Device team work, and questions about the content, and should our tabs reflect the domains in the Device work.  Dianne’s comment was that some of the Device team work will fit into what the Imaging CRF group is doing, but not all.  
Follow up for this item: The team wishes to see the CDISC Device team document, and evaluate it for reuse.  The decision to add tabs on the Imaging spreadsheet that are the same as in the Device domain can be considered at that time.  
Additional item:  the question came up about the meaning of ‘SDTM domain’. The full set of SDTM abbreviations and names are attached as an informational item.
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	Abbreviation
	Name

	BR
	Biopsy Domain

	BM
	Bone Mineral Density Data Domain

	AU
	Autopsy Domain

	AE
	Adverse Event Domain

	AD
	Analysis Dataset Domain

	DV
	Protocol Deviations Domain

	DS
	Disposition Domain

	DM
	Demographics Domain

	DC
	Disease Characteristics Domain

	DA
	Drug Accountability Domain

	CO
	Comment Domain

	CM
	Concomitant Medication Domain

	PE
	Physical Exam Domain

	PC
	Pharmacokinetic Concentration Domain

	OM
	Organ Measurement Domain

	QS
	Questionnaire Domain

	PP
	Pharmacokinetic Parameters Domain

	PG
	Pharmacogenomics Domain

	SV
	Subject Visits Domain

	SU
	Substance Use Domain

	ST
	Stress Exercise Test Data Domain

	SL
	Sleep Polysomnography Domain

	SK
	Skin Test Domain

	SG
	Surgery Domain

	SE
	Subject Element Domain

	SC
	Subject Characteristics Domain

	LB
	Laboratory Data Domain

	IE
	Inclusion / Exclusion Domain

	HU
	Healthcare Resource Utilization Domain

	FH
	Family History Domain

	EX
	Exposure Domain

	EG
	Electrocardiogram Domain

	EE
	Electroencephalogram Domain

	MS
	Microbiology Susceptibility Domain

	ML
	Meal Data Domain

	MH
	Medical History Domain

	MB
	Microbiology Specimen Domain

	VS
	Vital Signs Domain

	TV
	Trial Visits Domain

	TS
	Trial Summary Domain

	TI
	Trial Inclusion and Exclusion Criteria Domain

	TE
	Trial Elements Domain

	TA
	Trial Arms Domain
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