Draft Minutes

DICOM WG18, Clinical Trials and Education, 5/24/2001

EPN Conference Room 6021-5, Biomedical Imaging Program, 

National Cancer Institute, 6130 Executive Blvd, Rockville MD 20852

Draft Prepared by Houston Baker

Present:  

Edward Staab, NCI Secretariat, National Cancer Institute, 301 435 9184, staabe@mail.nih.gov

Curtis Langlotz, Co-chair, University of Pennsylvania, 856 722 5666, langlotz@rad.upenn.edu

Andrew Kraus, Co-chair, Beacon Bioscience, 215 321 9876, akraus@beaconbioscience.com

Houston Baker, Alternative NCI Secretariat, National Cancer Institute, 301 594 9117, bakerhou@mail.nih.gov

Walter Bosch, Washington University St. Louis, IGT QA Center, 314 747 5414, bosch@radonc.wustl.edu

Howard E. Clark, DICOM Secretariat, National Electrical Manufacturers Association, 1300 N. 17th Street, Suite 1847, Rosslyn VA 22209, 703 841 3285, Fax 703 841 3385, how_clark@nema.org
Michael B. Fauntleroy, FDA/CBER, 301 827 5132, Fauntleroy@cber.fda.gov

David Gur, University of Pittsburgh, 412 647 1849, gurd@radserv.arad.upmc.edu

Richard Hanusik, QARC, 401 456 6500, rhanusik@qarc.org

Manish Kothari, Synarc, 415 817 8900, manish.kothari@synarc.com

Dennis Loreman, Beacon Bioscience, 215 321 9876, dloreman@beaconbioscience.com

Ven Thangaraj, ENMED, 781 999 1316, vthangaraj@enmed.com

Terry Yoo, National Library of Medicine, 301 435 3268, yoo@nlm.nih.gov

Start: 9:43 AM

1.  Opening comments, Kurt Langlotz: 
Preliminary Warning: Don’t collude; this is an industry meeting with vendors, so rules on antitrust apply; do not raise discussion of market share or prices.  

2.  Introductions and News Items:
Introductions of those attending.

News:  

· Andrew Kraus and Dennis Loreman now work for Beacon Bioscience, which acquired BioCor’s Imaging Core Lab Division intact, along with the Division’s proprietary integrated informatics platform (Alerion ™), which will become the nucleus of an informatics suite for image data management and mining. 

· Howard Clark, DICOM Secretariat, NEMA, stated that he is attending out of interest in facilitating and strengthening the operations of Working Groups.  He offered assistance to WG18.  He is Industry Manager, NEMA Medical Department.  

· NEMA expects working group minutes to be submitted for legal review, and entered into record.  Action item:  WG18 will start submitting approved minutes.
· The Medical Department will assist in sending NEMA supplements out for comment.  Terry Yoo offered to read WG18 drafts prior to submission.

· Next main NEMA Committee Meetings are June 24, Berlin, too soon for our draft. The next meeting for consideration is September 26 at NEMA HQ, then RSNA Nov 27.  

· WG18 work product is to flow through WG6. 

· Discussion:  We need a liaison person with WG6, which group will review our draft supplement to the DICOM standard.  Since this supplement will change the base standard to DICOM, WG6 needs to vet the work before submission.

· Curt Langlotz continues participation in work on the RSNA’s Lexicon development.

· Discussion:  This work is considered a useful adjunct to this WG18 effort.

· There is an up-coming meeting by WG8 on DICOM Structured Reporting:  This will be WG8’s first activity in years.  There also is a second workshop on 6/8 looking at ?(missed)

3.  Minutes: 

The WG18 Minutes of January 24, 2001 are approved without revision.  Unanimous.

· An important step following minutes is to send them to NEMA for legal review: They need to know who prepared the minutes, and their role in WG18.  These are reviewed by Legal Counsel, and then go into the record book.

· Membership was discussed.  No one present knew who was in fact an official member.  As for today, WG18 will proceed as in prior meetings:  members and decisions for this meeting are to be made by the members attending, with the quorum determined as in past meeting to be the people present and voting.  

· Howard Clark offered to email a chart of WG18 members and alternative members, according to the records in his office.  

· WG18 decided to email its interest group and ask those not on NEMA’s list to invite their company to apply to NEMA for recognition of membership in WG18 (Action item).  Although membership in NEMA requires payment of dues, membership in a working group does not.  

· Howard Clark clarified that the DICOM committee appoints voting members to DICOM working groups.  Voting Membership goes to a Company.  An Individual represents each Company.  The Company names a Primary Representative and Alternative Representative(s).  Quorum is a majority of eligible members, unless a Representative or Alternative Representative is not present at either of the prior two meetings, in which case that Company does not count toward quorum.  The Definition of Company is broadly interpreted.  Dr. Clark advised the WG18 participants to see procedures on the DICOM webpage.  We need a list of requirements.  

4.  Clinical Trials Draft Module (Walter Bosch and Andrew Kraus)

Andrew Kraus stated that the document is now close to what it should look like.  Walter Bosch stepped the group through his codification of decisions made at the past several meetings, and entered changes suggested as each issue was raised.  The group determined that the result is comprehensive, and close to final structure as a valid module.  

· C.2.5.

· This is to provide an alternative identifier list based on objects, not patient identifiers, for the purpose of supporting clinical trial confidentiality.  The intent is to make no change in the DICOM informational model.  This Module is structured as a user-optional model at the level of the patient—an alternative confidential name for the patient.  WG6 needs to vet this.  It parallels the mandatory patient identification module.  The existing patient module has identifiers for the patient, and nothing above it.  There might be resistance from manufacturers to go to higher level.  

A trial’s imaging management center can scrub the data to get people through, but that is a band-aid.  There is a need for internal tracking of an image throughout a trial all the way back to a sponsor—without losing track.  This module is to give a valid place for document descriptors.  

If an image is shipped out of an acquiring site, data managers may need to do things still unspecified here.  We also want WG14 (DICOM security) to talk with us about security.

Question for WG6:  Can we address composite image objects.  May need to add to security (ask WG6).  Composite: include module that includes the entire image data and its context, with everything one would want to know about an image vs. normalized objects.

DICOM objects:  almost all are composite objects; Walter Bosch has not used normalized documents.  Maybe PACS systems use them, but DICOM is for transport.  Radiotherapy objects were not normalized.  Our copy needs to be passed by someone—recommend Dave Clunie:  Dclunie@dclunie.com
Part 3 annex A: grid of modules that include mandatory and optional tags.  We are adding a row that is optional for all users and all modalities.  Next, see c.2.5.  Walter Bosch has invented tags; we need to learn the rules for allocating tags. Put this question to WG6 with our request for tags.  

We need to get on the WG6 meeting agenda and say: this is what we did, and are close to done:  What should we do to finalize this?  Their next meeting is Berlin, and it is not clear we can make that date.  Maybe we can get 90% of what we want by consulting with David Clunie, who is on higher committees.  Get him to come to our next meeting.  TAGS issue: We need 10 tags.  Also talk with John X? in Philadelphia, per Curt. Action items?

VR column in c.2.5 is temporary.

Point to keep in mind:  paragraphs below are intended to be normative, universal and international, so don’t make them parochial to our environment, i.e., Japan doesn’t use INDs.  

Last time we identified a clinical trial subject by 4 primary attributes: sponsor name, clinical trial, protocol ID, subject ID, and enrolling institution ID.  

See the first 9 attributes:  Four of them must be there.  Type 2 tags may be null.  

Defining Four Tags:

· clin trial sponsor name

· clin protocol ID

· clin trial subj ID

· clin trial enrolling institution ID

Clin trial sponsor name = the organization that assigns the protocol ID, depending on whether subjects are enrolled locally or elsewhere.  Every local accrual must notify Central within 24 hours.  Some enrollees do not get a globally unique identifier.  It must be at least locally unique, with site or other information to enable it to end up with a unique identifier.  That is to be the standard:  unique identifier, a concatenation of identifiers that leads to uniqueness.

Michael Fauntleroy:  The FDA requires all submissions to include images, software, platform, etc., so that 20 years from now we can answer a freedom of information act request.  FDA now requires a unique identifier and reference back to the images.  

Clinical trial sponsor identifies the cooperative group.

What if an image is the screening data?  What is the tag that uniquely identifies it?

If the trial does not assign a unique number, we cannot help them, even if they have a nightmare in getting screening data connected.

Core centers will add this module, but when will manufacturers add a screen so there is a field to fill?

Status of subject:  Curt has problem with not assigning a number.  How can one identify a patient if they do not assign an ID to the patient.  How can a patient not get a number?  A:  If not properly enrolled.  If we have an image, we may need to identify it with a special number, with information on why they were or were not enrolled, along with liver function tests, etc.  We need something to take a screening image at the time of informed consent, so we need a screening number that identifies a patient as a screening patient.  

There are attributes of a trial that are not going to be recorded, and so harder to clean up.  There is the issue of whether data are property of the trial versus property of the patient.  

There is the issue of secondary identification of a problem, which creates an obligation to return information so the enrolling physician can inform the patient.  This is a problem for the data management system:  How can one match up an image in the core lab server with other related information.  We can’t put everything in the DICOM header.  

May have a clinical trial database—much is from ACRIN.  

Might want to identify people by individual researchers themselves.  

The purpose of the DICOM header is to enable association of the data back to other data in a database.

This is a clinical trials identification module.  There are lots of other data in context.

Return to clinical trial sponsor name:  c.2.5.1.0

There is a need to distinguish between regulatory clinical trials, where the manufacturer and licensees are responsible.

Who identifies?  Suppose Novartis acquires a small company method, and now Merck wants it for an application.  They are the sponsor.

Ed:  Try using a clinical trial sponsor name to identify the entity responsible for conducting the clinical trial.  

Sponsors have statutory and regulatory obligations.  Why do we have a sponsor name?

Whose protocol is it?  The sponsor defines the protocol name.  Anybody can be a sponsor.  In the context of the FDA approval process, this is the place to put the sponsor.  A Sponsor never goes away.  

Suppose someone is interested in a prostate pulse sequence for MRI.  They get IRB approval, but the collected data are published, not sent to the FDA, so this trial is not an FDA-type sponsorship.  Yet it is worth our while to be consistent with the FDA vocabulary.

Call it the responsible entity who assigns the identifiers.  

Consensus Decision:  kill this note, change the identifier, simplify C.2.5.1.0.

Clinical Trial Protocol Name:  small fix made.  Set it to type 3

Clinical trial protocol name: should include the clinical trial phase in name, if feasible.

Change to “clin trial protocol id” 2.5.1.4.

Clinical Trial Enrolling Institution Name:  it is the place enrolling subjects, or Recruited and Consented.  Enrolling implies the concept of assigning unique identifier.  

The Patient is consented at the imaging site.

The Purposes of this information is to disambiguate the patient by recruiting site.  The Site number, and Subject Number are to be differentiating.  

Protocol Number, Site Number, Subject Number:  How about site name, site number, where patient is enrolled.  

How do we unambiguously identify which site is the patient site:  ACR, Penn, or Radnor?  If enrolled in Radnor, then there must be a Radnor PI:  the Person responsible for local control of the site.  

We want to know where a patient is studied or treated.

If Radnor is enrolling, consenting, and studying, why are they not at the PI meeting?  

There is a responsible person for the trial at the site.  Principal Investigator’s definition appears to be context sensitive.  

How about a process definition:  site of patient visit, enrollment, consenting, study or treatment, and the source of the data transmitted to the analysis or controlling site.  

Site or organization?  What if U Pitt has 9 enrolling sites.  Will you want to know it as the U Pitt or Northfield site?  A:  Merck comes to U Pitt rather than Northfield to find the responsible party for their patients registered, so the data must be attached to a person or to an entity.  We want the principal investigator at site #1—the responsible site, not the location of imaging—who submits the data.  

There are multiple contexts in which this will be used, so maybe one size does not fit all.  

Therefore: Bin the site with a “site” label, and define it locally.  

We see fractal features in this exercise:  the closer we look, the more we see the same kind of fine structure.  We can build bins with labels:  a bin can be used for a Center or for a Satellite.  How far do we specify these?  We can overspecify.  People will use the bins according to how they interpret them, but we should provide the bins to help them achieve better orderliness and therefore disambiguation.

Clinical Trial Site Name:  Name of site responsible for submitting data.

Clinical trial site identifier:  a Unique Identifier of the site responsible for submitting clinical trial data

C.2.5.1.7  Imaging Coordination Center Name:  Put images and associated data for subjects in the definition.

Investigational Product ID

Investigational Product ID Type.  Should the order of these two be swapped?

Action:  Throughout there are numerous abbreviations that need to be spelled out along with the abbreviation, since there are people who know something only by the abbreviation and not the other way.  We need a reference to a dictionary of terms.

Alternative Clinical Trial ID Sequence

Is the patient known in any other clinical trials?  

Why are we using alternative data entries?  

We collect for a given study as a core lab:  Now we add a tag to provide a beacon to associate the data to Merck’s trial, then route over to NCI because it is part of their trial too.  Do we need an alternative identifier?  If HUP sends it to me and ACRIN, they will want to know it is Merck data.  If sent simultaneously, there is no imaging coordinating center.  

DICOM is not originally designed for clinical trials; that’s what this WG18 is all about.

We worry about changing data each time:  the same data could be collected twice.  

If they don’t change the data, then they haven’t identified their patient.  

If the true purpose is to identify this image as part of a clinical trial, is there then a need for the alternative information?  

Back to first principles:  what problem are we trying to solve?  

We were trying to help make evident the trail for changes in fields.  Maybe we don’t need the alternative sequence.  

But for the Trial in which both contrast agent plus a therapy is tried, we then need the alternative fields.  

Utility is limited for most cases.

One can always resubmit if there are two trials interested in the data.  Filling out twice would otherwise annoy the data recorder.  

Fred Behlen published a report that concluded that removing the patients name and identifier while maintaining the birthdate and zipcode will still uniquely identify most of them.

Action:  Put this paper on the mailing list.

Action:  Put in examples for Japan and Europe to supplement the US examples.  

Straw vote result: this is ready for distribution to the group.  

Action:  Polish and post for comment. Target: 1 month.

5.  WG18 Communications

How should we communicate more effectively among ourselves and interested parties?

An E-group has more functionality than a listserve.  

http://ASPE.os.dhhs.gov/admnsimp 

They are administered by the secretariat.  NEMA can handle our documents.  

Action:  Andrew Kraus/Dennis Loreman will send instructions on how to use an E-group.  WG18 members will self-enroll, the secretariat will post files and maintain the calendar.

Action:  To become WG18 members, send an email to Ed Staab:  “I want my business to become member of DICOM WG18 because (Generic Answer:  we can bring lots of relevant information to the table).  The Company Representative is x; and Alternatives are y.”

6.  Next Meetings:  

July 24 or 19 at the ACR (Ed Staab)

September 25 (9/26 is the full DICOM meeting)

December 11.

7.  RSNA Lexicon Development: Curt Langlotz

RSNA is developing a lexicon with MIRC, with Elliot Siegel and Rick Harnsberger leading the effort.  The initial focus is on neuroimaging.  Curt Langlotz is participating, and has a Slideshow on this that he will share with us at a later date.  

8.  HL7 Clinical Trials Special Interest Group:  Curt Langlotz

HL7 is a standards group for other (non-imaging) hospital information.  They have a history of working with DICOM.  We need to inform them of WG18 activities.  (Their contact:  Linda Quade).

9.  DICOM WG8—Structured Reporting

Cameron Brackett from CyberPulse (Cameron@medical-knowledge.com) is reactivating this working group, which will meet at NEMA headquarters, Arlington VA, June 6 from noon to 5 and June 7, 9 to 5.  Curt Langlotz will attend this meeting.  This is meeting just before the Structured Reporters Workshop.  The first day is to set things up.  They are going to coordinate with other working groups, including the CAD WG, Mammography CAD, and Chest CAD.  On Day 2: they plan to establish their mission, guidelines, etc.

10.  Structured Reporting Implementers Workshop (Curt Langlotz).

11.  DICOM Log File- D Loreman, Andrew Kraus—report deferred, due to time.

12.  Action items:  

· Initiate discussions with WG6.

· Composite vs. normalized objects.  

· Tag allocations.  

· Defined terms and enumerated values for product identification type.  (Must these be in the standard itself?)  

· What are the procedures for substituting for required fields.  

How do I identify this with a clinical trial, 

How do I de-identify with a patient—Annex on patient de-identification.  (We may not want this in a standard, but may want to ask.)

· Polish and post the Clinical Trials Module: target—1 month.  (W. Bosch, A. Kraus).

· Confirm time and place of the next WG18 location (E.Staab, H. Baker).

· HL7 introduction (A. Kraus).

· E-group instructions (D. Loreman, routed through E. Staab and H. Baker).

· WG18 roster formalization (E. Staab and H. Baker).

· Rules on Quorum for meetings (E. Staab and H. Baker)

· Examples, International Regulation (A. Kraus)

· HIPA website posting.

· WG18 approved minutes to be submitted to NEMA.

· Invite David Clunie to the next WG18 meeting.

· Spell out abbreviations in the Module.

· Send copy of Fred Behlen’s paper to the mailing list.

13.  Adjourn:  3:30 pm.

