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

Teleconference

September 28, 2010
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	patricia.garvey@fda.hhs.gov
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	Getzin
	Eli Lilly and Company
	sgetzin@lilly.com
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	Gregory
	FDA
	norman.gregory@fda.hhs.gov

	Jason
	Rock
	Global Submit
	jason.rock@globalsubmit.org

	Steve
	Sandberg
	ScenPro 
	ssandberg@scenpro.com 

	Abdul Malik
	Shakir
	Shakir Consulting
	ashakir@shakirconsulting.com

	Salimah
	Shakir
	Shakir Consulting
	salimah@shakirconsulting.com

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

	Steve
	Ward
	Lilly
	stw@lilly.com


I. Approval of RPSr2 Ballot Reconciliation


[image: image1.emf]V3_RP_R2_D1_2010 JAN-CONSOLIDATED.xls


The reconciliation package was presented. There was a question about the resolution of the cardinality issue. Jason gave an overview of the resolution and stated he would provide an e-mail identifying where in the reconciliation package that information could be found.

A motion was made by Jason Rock and seconded by Norman Gregory to approve the ballot reconciliation pending receipt of the information on the resolution of the cardinality issue.

Affirmative: 10

Negative: 0

Abstain: 0

Motion carries

Ed Tripp will post the reconciliation package following receipt of the information on cardinality.
II. RASH Update on Vocabulary, Structured Documents and Implementation/Conformance (Joel Finkle)

Joel has not had a chance to go to Structured Documents. Consensus from RPS is that we are not ready for this and we should concentrate on RPSr3 requirements.
III. Decision Making Practices (DMP)
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1 New Template


[image: image3.emf]RCRIM_Decision_Ma king_Practices_v2.0.doc


2 Current RCRIM Document
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3 Comparison of template to RCRIM DMP

Latousha Leslie provided the comparison document, but was not available on this call. The comparison looks at what is new in the template as compared to our current DMP. A review of what is in our current DMP that is absent from the template still needs to be conducted. Ed Helton will work with Latousha and this will be placed on the Cambridge business meeting agenda.
IV. Preparing for the Sydney WGM
The following communication was received from the TSC.


[image: image5]
How should we address this; Electronic poll, face to face poll in Cambridge, or other means?
Currently there have been 32 respondents to the doodle poll on RCRIM attendance in Sydney:

	Yes, I plan to attend
	No, I will not be attending
	I may attend

	5 
	18 
	9 


Members of RCRIM are encouraged to respond prior to the close of the poll on October 1, 2010. If we cannot get a commitment to achieve quorum (10 plus a co-chair) we may choose not to meet in Sydney.

You may participate in the poll at:

http://www.doodle.com/nwr9x6g75t729prz
Currently the only planned ballot for the January 2011 ballot cycle is the Study Design Implementation Guide.

V. Three Year Plan
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Attached is the current RCRIM three year plan. Please review your projects. The plan will be updated at the Cambridge business meeting (Q2 Wednesday)
VI. Other Business

The CDISC to HL7 Message project has changed modeling facilitators. Gunther Schadow will assume the modeling facilitator role previously held by Jason Rock.
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Planning for the January 2011 Working Group Meeting is currently underway.  Each work group should be planning NOW for this event.   Sydney, like every WGM, is a vital opportunity for co-chairs, editors, and project contributors to work face-to-face, and we are keen to work with all active contributors and their sponsors to ensure that this value proposition is maximized and clearly made.  





If you cannot attend the Sydney Working Group Meeting, please ensure that enough co-chairs are present for your work group to meet quorum (as identified in your work group’s Decision Making Practices). If your work group needs to appoint an acting chair(s) to achieve quorum, this should be done no later than at the Cambridge meeting. Appointing an acting co-chair can be accomplished by bringing a formal motion before your work group for vote.  Please note that GOM § 05.04 allows work groups to pass any formal motion with a simple majority vote.  Your work group’s Decision Making Practices (DMPs) may require a higher threshold, in which case you should follow your DMPs.  





Likewise, it is important for your work group to establish high level goals for the Sydney meeting while in Cambridge, and to post those goals during the Cambridge meeting or shortly thereafter.  These high-level goals build and articulate the value proposition for the Sydney meeting.  Making these visible and available as far in advance as possible is one of our best marketing opportunities.





We hope that all work groups will attend the Sydney meeting to address and advance the important business of HL7.  Please feel free to contact either of us should you have questions, concerns, or need assistance with planning for the Sydney meeting.





Charlie McCay, Chair, HL7 Technical Steering Committee (� HYPERLINK "mailto:Charlie@RamseySystems.co.uk" \o "mailto:Charlie@RamseySystems.co.uk
blocked::mailto:Charlie@RamseySystems.co.uk
mailto:Charlie@RamseySystems.co.uk" \t "_blank" �Charlie@RamseySystems.co.uk�)�John Quinn, Chief Technology Officer, HL7 (� HYPERLINK "mailto:JQuinn@HL7.org" \o "mailto:JQuinn@HL7.org
blocked::mailto:JQuinn@HL7.org" �JQuinn@HL7.org�)








_1347167986.xls
Submitter

		BALLOT TITLE:										HL7 Version 3 Standard: Regulated Product Submission, Release 2 (V3_RP_R2_D1_2010JAN) - 1st DSTU Ballot

		BALLOT CYCLE:										JANUARY 2010

		SUBMITTED BY NAME:										All

		SUBMITTED BY EMAIL:

		SUBMITTED BY PHONE:

		SUBMITTED BY ORGANIZATION (if applicable):

		SUBMISSION DATE:										January 5, 2010

		SUBMITTED BY IDENTIFIER:

		OVERALL BALLOT VOTE:

		0.0

												Enter Ballot Comments (Line Items)		Instructions



&C&"Arial,Bold"&14V3 Ballot Submission/Resolution Form

&L&F [&A]&C&P&RMarch 2003

Instructions

Enter Ballot Comments (Line Items)



Ballot

				Ballot Comment Submission																										Committee Resolution																				Ballot Comment Tracking

		Number		Ballot Committee		Artifact		Artifact ID		Chapter		Section		Ballot		Pubs		Vote and Type		Existing Wording		Proposed Wording		Comments		In person resolution requested		Comment grouping		Disposition		Withdrawn		Disposition Committee		Disposition Comment		Responsible Person		For		Against		Abstain		Change Applied		Substantive Change		Submitted By		Organization		On behalf of		On Behalf of Email		Submitter Tracking ID		Referred To		Received From		Notes

		1		RCRIM		???				Intro & Scope								A-S						In Release 1 these sections wwre included and they should be reintroduced and updated as necessary				I1		Persuasive																				Andrew Marr		0.0

						ST						2.1.1				No		A-T		Note : the current specification does not support a message from the regulatory authority to applicant		Delete		This release does support RA to applicant communication				2W		Persuasive																				Andrew Marr

		2				ST						2.1.1.2						A-T		…original submission		…original submission.		Closing 'period' needed						Persuasive						Add closing period														Andrew Marr		0.0

		3				ST						2.1.1.8						A-C		Acme Pharmaceuticals is sending RAA…..				Define RAA.  Regulatory Authority A?						Persuasive						Spell out Regulatory Authority A each time (or use FDA)														Andrew Marr		0.0

		4				ST						2.1.1.9						A-C		The RAA…..				Define RAA						Persuasive						Spell out Regulatory Authority A each time (or use FDA)														Andrew Marr		0.0

		5				ST						2.1.1.10						A-T		(***)		Delete?		Don't know what this means.  Either delete or add appropriate text						Persuasive						Need to add reference if it is relevant.														Andrew Marr		0.0

		6				ST						2.1.1.12						A-C		RAA has received….				Define RAA												Spell out Regulatory Authority A each time (or use FDA)														Andrew Marr		0.0

		7				ST						2.1.1.12						A-S		RAA has received a BLA amendment from BioPharm Co for a product 123 that is under review, the information provided in the submission indicates that a new supplement should have been submitted.		RAA has received a BLA amendment from BioPharm Co for a product 123 that is under review, the information provided in the submission is considered not appropriate for submission as an amendment and it should have been submitted as a new supplement.		Clearer description of the storyboard						Persuasive						Accept proposed working														Andrew Marr		0.0

		8				ST						2.1.2				No		A-T		Note : the current specification does not support a message from the regulatory authority to applicant		Delete		This release does support RA to applicant communication				2W		Persuasive																				Andrew Marr		0.0

		9				ST						2.1.2.5						A-T		…own lifecycle		…own lifecycle.		Closing 'period' needed						Persuasive						Accept proposed wording														Andrew Marr		0.0

		10				ST						2.1.3						A-C						Diagram is missing				D1		Persuasive																				Andrew Marr		0.0

		11				ST						2.1.3.3						A-C		Action for Example				It is not clear how the title of this section relates to the storyboard itself nor does it describe what different action is to be taken with the 10 approvals rather than the 5 approvals.  A clearer description should be provided.						Persuasive						Relabel as: Bundled Regulatory Action Response														Andrew Marr		0.0

		12				ST						2.1.3.6						A-C		Whole section				It is not clear what is the difference between this section and 2.1.3.1.  The storyboards are essentially the same.  Provide clarification of the difference or delete one or other.						Persuasive						Relabel - Send request for additional information for a reviewable unit.														Andrew Marr		0.0

		13				ST						2.1.3.7						A-S		Two weeks later, ABC Device Company has been able to address the questions….		Two weeks later, ABC Device Company has been able to address the additional questions….		insert 'additional' for clarity						Persuasive						Accept proposed wording														Andrew Marr		0.0

		14				ST						2.1.4						A-S		For all new applications industry need to submit a pharmacovigilance system (how to collect, document and report side effects). Checking of this documentation will be done by the pharmacovigilance unit of the agency. Objections and responses from this specific area will be exchanged directly (contact not BfArM but Mrs Miller) although the process management contact person will remain the same, Mrs. Clark within BfArM. Another example: From agencies point of view we also need contact person details who will be the process manager or project team leader I need to contact regularly or in case of emergency.		Vaccines.com submits a new Marketing Application to Regulatory Authority A (RAA).  RAA defines their main contact as Mrs Clark.  As part of the application the applicant submits a description of their pharmacovigilance system (how to collect, document and report side effects). Checking of this documentation is performed the pharmacovigilance unit of the RAA. Objections and responses from this specific area will be exchanged directly and RAA define this contact as Mrs Miller  although the original process management contact person (Mrs Clark) will remain the same.		The storyboard is not written in an appropriate way.  It looks like it is a copy and paste from an email message describing two use cases.  These should be formatted as two separate use cases or one should be deleted						Persuasive						Accept proposed wording														Andrew Marr		0.0

		15				DM						2.1.4						A-C						Diagram is missing				D1		Persuasive																				Andrew Marr		0.0

		16				RM						2.4.1						A-T		Submission Statuses and Transitions : ….Since the currente speficication supports communication from the applicant to the regulatory authority….				Delete this section as the standard now supports this direction of communication				2W		Persuasive						The status is still the same, just two parties can updated the status														Andrew Marr		0.0

		17				RM						2.4.1						A-T		Note : the current specification does not support a message from the regulatory authority to applicant				Delete this section as the standard now supports this direction of communication				2W		Persuasive																				Andrew Marr		0.0

		18				RM						2.4.1						A-T		Model Overiew - 3rd para - misspelling of regulator										Persuasive																				Andrew Marr		0.0

		19				DM						2.4.1						Neg-Mi		Domain Model Walk-Through				This section appear in Release 1 but has been removed from Release 2.  I consider this inappropriate.  It is useful in helping to understand the model but also since the Project Scope for Release 3 identifies the intent to progress the standard to be an ISO standard, it is my understanding that ISO standards would require this type of information to be included.  It should be kept in.						Not persuasive						The overview has been split. The detail about the classed and the standard is documented in the text behind the diagram.														Andrew Marr		0.0

		20								Domain :Regulated Products								A-S						Although not part of this standard the higher level 'Domain : Regulated Products' is out of date with names of previous co-chairs etc.  Should we take this opportunity to update it?						Persuasive																				Andrew Marr		0.0

		21		RCRIM		??				Preface		i. Notes to Readers				No		Neg-Mi						In the notes to readers, the ballot indicates that the January 2009 RP domain contains one ballotable document - SPL R4 Implementation Guide. This should reflect 2010 & that the RPS R2 is open for DSTU ballot						Persuasive																				Bernadette Billet		Liquent

		22		RCRIM		ST		ST000001UV		2. Regulated Product Submissions Topic		2.1.1				Yes		Neg-Mi		Note: the current specification does not support a message from the regulatory authority to applicant		Remove		This appears to be leftover from the R1 ballot and should be removed.				2W		Persuasive																				Bernadette Billet		Liquent

		23		RCRIM		ST		SN000033UV		2. Regulated Product Submissions Topic		2.1.1.11				Yes		A-T		Send a Submission unit to a Reviewable Unit		Send a Submission Unit in response to a Reviewable Unit		The heading for this section could be made more clear by indicating the trigger event for the submission						Persuasive						Accept proposed wording														Bernadette Billet		Liquent

		24		RCRIM		ST		ST000001UV		2. Regulated Product Submissions Topic		2.1.2				Yes		Neg-Mi		Note: the current specification does not support a message from the regulatory authority to applicant		Remove		This appears to be leftover from the R1 ballot and should be removed.				2W		Persuasive																				Bernadette Billet		Liquent

		25		RCRIM		ST		SN000012UV		2. Regulated Product Submissions Topic		2.1.2.4						A-C						When discussing this type of lifecycle, where many granular files replace one large one, it would be useful to explicitly state that this would happen in a single submission unit and not be spread over several (once the large file is replaced by the smaller ones, it is obsolete and cannot be acted on further unless reactivated).						Persuasive						NEED TO PROPOSE WORDS														Bernadette Billet		Liquent

		26		RCRIM		ST		SN000015UV		2. Regulated Product Submissions Topic		2.1.2.7						A-C						Please consider adding explicit descriptions of what actions are and are not valid when append relationships exist between files, on both the original file and the appending file, such as whether actions taken on the original file (replace/delete) require similar action on the appending file and vice versa.						Not persuasive						The documentation discusses that appends are separate files. One replace/delete does not replace other.														Bernadette Billet		Liquent

		27		RCRIM		ST		SN000016UV		2. Regulated Product Submissions Topic		2.1.2.8						A-S						Please consider explicitly indicating that the reference to the protocol under each study has its own unique lifecycle (as implied by section 2.1.2.13)						Persuasive																				Bernadette Billet		Liquent

		28		RCRIM		ST		SN00)017UV		2. Regulated Product Submissions Topic		2.1.2.9				Yes		A-T		NOTE: The all files associated with this manufacturer has been reactivated		NOTE: All files associated with this manufacturer are reactivated.								Persuasive																				Bernadette Billet		Liquent

		29		RCRIM		ST		SN000042UV		2. Regulated Product Submissions Topic		2.1.3.3				Yes		A-T		FDA/CDRH approves 5 PMA supplements after review the changes to the manufacturing site and sends an approval letter to the ABC Device Company indicating the correspondence identifier and the five affected PMA supplement number. In a week, the other 10 PMA supplements are approved after reviewing the manufacturing change submission and send an approval letter indicating the correspondence identifier and remaining affected 10 PMA supplement numbers.		FDA/CDRH approves 5 PMA supplements after review of the changes to the manufacturing site submission unit and sends an approval letter to the ABC Device Company indicating the correspondence identifier and the five affected PMA supplement numbers. In a week, the other 10 PMA supplements are approved after reviewing the manufacturing change submission and FDA/CDRH sends an approval letter indicating the correspondence identifier and remaining affected 10 PMA supplement numbers.								Persuasive						Accept propsed wording														Bernadette Billet		Liquent

		30		RCRIM		TE		TE000001UV		2. Regulated Product Submissions Topic		2.3						Neg-Mi						The only type of trigger event captured here is from Applicant to Agency. As Agency to Applicant communication is supported here, a trigger even for Agency to Applicant submissions should be included.				2W		Persuasive																				Bernadette Billet		Liquent

		31		RCRIM		DM		RM000001UV01		2. Regulated Product Submissions Topic		2.4.1				Yes		A-T		Description
  Parent: None specified
<x>		Remove completely or include appropriate descriptive information.								Not persuasive						This is an HL7 generated section. There is not parent domain model.														Bernadette Billet		Liquent

		32		RCRIM		DM		RM000001UV01		2. Regulated Product Submissions Topic		2.4.1						A-S						Use of the word 'report' throughout this section is misleading, as report has a specific (and different) meanings in different regulated disciplines. Either introduce the term 'report' as used generically to represent any piece of content, or use a more generic term.						Persuasive																				Bernadette Billet		Liquent

		33		RCRIM		RM		RM000001UV01		2. Regulated Product Submissions Topic		2.4.1						A-S						Please consider introducing use of the SequelTo element in the section relating to Document Identification, Revisions, and Addenda to represent the means by which the information is tied together.						Persuasive																				Bernadette Billet		Liquent

		34		RCRIM		RM		RM000001UV01		2. Regulated Product Submissions Topic		2.4.1				Yes		A-T		Submission Statuses and Transitions
Submissions only assume a subset of the states that other Acts can take on. When a submission is released to regulatory authorities, its status becomes "active" or "In Review". Since the current specification only supports communication from applicant to regulatory authority, only withdrawing and activating a submission is currently supported.		Submission Statuses and Transitions
Submissions only assume a subset of the states that other Acts can take on. When a submission is released to regulatory authorities, its status becomes "active" or "In Review".		Remove the statement regarding applicant to regulatory authority only communication. The graphic appears to reflect bi-directional, the text should be updated to match				2W		Persuasive																				Bernadette Billet		Liquent

		35		RCRIM		RM		RM000001UV01		2. Regulated Product Submissions Topic		2.4.1				Yes		Neg-Mi		Submission Interaction
For the scope of this project, all communication from applicant to regulatory authority are in the form of a submission. Note: the current specification does not support a message from the regulatory authority to applicant.		Submission Interaction
For the scope of this project, all communication from applicant to regulatory authority are in the form of a submission. .		Remove the statement that agency to applicant messages are not supported.				2W		Persuasive																				Bernadette Billet		Liquent

		36		RCRIM		RM		RM000001UV01		2. Regulated Product Submissions Topic		2.4.1						A-S		Model Overview
...The submitted information is structured as a collection of documents that is organized by report sections. The actual table of required and optional report sections varies from product to product and is defined by regulatory authorities.		Model Overview
...The submitted information is structured as a collection of documents that is organized in a hierarchy defined by the regulatory authority. The actual hierarchical structure of required and optional information varies from product to product and is defined by regulatory authorities.								Persuasive with mod						Model Overview
...The submitted information is structured as table of contents that is a collection of documents that is organized in a hierarchy defined by the regulatory authority. The actual hierarchical structure of required and optional information varies from product to product and is defined by regulatory authorities.														Bernadette Billet		Liquent

		37		RCRIM		RM		RM000001UV01		2. Regulated Product Submissions Topic		2.4.1						A-S		(Model Overview - 2nd paragraph) Submitted documents are assigned to support one or more report sections. Furthermore, multiple documents can be assigned to a single report section.		Submitted documents are assigned to support one or more hierarchical sections. Furthermore multiple documents can be assigned to a single branch of hierarchy.								Persuasive with mod						Submitted documents are assigned to support one or more table of content sections. Furthermore multiple documents can be assigned to a single branch of hierarchy.														Bernadette Billet		Liquent

		38		RCRIM		RM		RM000001UV01		2. Regulated Product Submissions Topic		2.4.1						A-S		(Model Overview - 3rd paragraph)
A single document can be in multiple report sections of an application and can also be in multiple applications. For this reason, we have defined the ContextOfUse Act which provides the relationship of a document to a report section.		A single document can be referenced in multiple sections of an application and can also be in multiple applications. For this reason we have defined the ContextOfUse Act which provides the relationship of a document to a hierarchical section.								Persuasive																				Bernadette Billet		Liquent

		39		RCRIM		RM		RM000001UV01		2. Regulated Product Submissions Topic		2.4.1						A-S		(Model Overview - last paragraph)
...However, applicants transmit information to regulatory authorities in the form of submission units containing multiple ContextOfUse.		(Model Overview - last paragraph)
...However, applicants transmit information to regulatory authorities in the form of submission units containing multiple ContextOfUse entries.								Persuasive																				Bernadette Billet		Liquent

		40		RCRIM		IN		IN000001UV		2. Regulated Product Submissions Topic		2.6.1				Yes		A-T		The submission unit is sent from the application to the regulatory authority.		The submission unit is sent from the applicant to the regulatory authority.								Persuasive																				Bernadette Billet		Liquent

		41		RCRIM		IN		IN000001UV		2. Regulated Product Submissions Topic		2.6.1				Yes		A-T		Sending and Receiving Roles
Sender Regulatory Authority
Receiver Regulatory Authority		Sending and Receiving Roles
Sender Applicant
Receiver Regulatory Authority								Persuasive																				Bernadette Billet		Liquent

		42		RCRIM		IN		IN000001UV		2. Regulated Product Submissions Topic		2.6						Neg-Mi						As submission units from the regulatory authority to the applicant are supported, those additional interactions should be described here				2W		Persuasive																				Bernadette Billet		Liquent

		43		RCRIM		HD		HD000001UV01								Yes		A-T		categoryEvent - Design comments: A submission unit could be furhtered categorized.		Design comments: A submission unit could be further categorized.								Persuasive																				Bernadette Billet		Liquent

		44		RCRIM		HD		HD000001UV01										A-Q		UsageNotes: Codes for all ACTs will be different based on the Regulatory Authority and type of product. Regulatory authorities could have different codes than applicants.				Codes will vary across authorities, however for a single submission type, the applicant should be using agreed-upon codes, otherwise there is no way to be sure the message is interpreted correctly. Please clarify.						Considered-Question Answered						Codes for all will be different based on the Regulatory Authority and type of product. Regulatory authorities could have different codes than applicants. The intent is whereever possible that regualatory authorities will use the same set of codes except where regional differences occur. For example, for a device submission, most table of content sections should be the same, therefore all regions should use the same set of codes. Nevertheless, there will be some regional table of content sections. In this case, that region can have additional codes.														Bernadette Billet		Liquent

		45		RCRIM								Introduction						A-C						missing context				D1		Persuasive																				Julia Zhang		Genzyme

		46		RCRIM								2.1.1.11						A-C						There is only one sentence to describe this narrative, can we add more description for clarification?						Persuasive						NEED TO ADD MORE TEXT														Julia Zhang		Genzyme

		47		RCRIM								2.1.1 & 2.1.2 & Submission Interaction						A-S						Diagram under these three sections are exactly the same, are they try to deliver the same thing or ???						Answered						Yes. The storyboards add requirements														Julia Zhang		Genzyme

		48		RCRIM								2.1.2.1 & 2.1.2.2 & 2.1.2.5						A-C						The "Note" under these two sections are the same, if there is a need for the same note, we can reference it from previous section.						Pending input from submitter						Not sure what you would like us to do														Julia Zhang		Genzyme

		49		RCRIM								2.1.1; 2.1.2; 2.4.1						A-T						The following statement that appears in multiple places in the RPS 2 DSTU Ballot Package. Note: the current specification does not support a message from the regulatory authority to applicant. This appears under the following Storyboards Sections:
2.1.1 Managing Applications through Submission Units; 2.1.2 Managing the contents of submission units; 2.4.1 Regulated Product Submission, Submission Interaction				2W		Persuasive																				Julia Zhang		Genzyme

		50		RCRIM								general						Neg-Mi						missing DAM in this ballot package						Not persuasive						DAM's are not required for ballots.														Julia Zhang		Genzyme

		51		RCRIM		RM		PORP_RM000001UV				2.4.1						Neg-Mj		Diagram shows a 1 to 1 relationship between application and Submission		Change to 1 to many		Story boards describe instances where multiple submissions are made against a single application		Yes				Not persuasive						That would be multiple submission units that apply to multiple regulatory activities (submissions), and each regulatory activity can apply to one and only one application														Edward Tripp		0.0

		52		RCRIM		ST		PORP_ST000003UV		3.1.3.3		Action for Example (PORP_SN000042UV)				Yes		A-T		FDA/CDRH approves 5 PMA supplements after review the changes		FDA/CDRH approves 5 PMA supplements after review of the changes								Persuasive						Accept proposed changes														Fred Miller		0.0

		53		RCRIM		ST		PORP_ST000003UV		3.1.3.3		Action for Example (PORP_SN000042UV)				Yes		A-T		In a week, the other 10 PMA supplements are approved after reviewing the manufacturing change submission and send an approval letter indicating the correspondence identifier and remaining affected 10 PMA supplement numbers.		In a week, the other 10 PMA supplements are approved after reviewing the manufacturing change submission and an approval letter is sent indicating the correspondence identifier and remaining affected 10 PMA supplement numbers.								Persuasive						Accept proposed changes														Fred Miller		0.0

		54		RCRIM				PORP_RM000001UV01		2.4.1		ContextOfUse Codes				No		A-C		A document's content is defined by one or more topic codes (e.g. Manufacturer, Introduction, Summary, etc.). The combinations of these topic codes are well defined by product types. A single topic code can be used in different context. For example, in human therapeutic products the combination of the topic codes Chemistry, Drug substance, Manufacturer is a valid document context. If Chemistry has a topic code of 35, Drug substance has a topic code of 71, and Manufacturer has a topic code of 140, then the combination of Chemistry, Drug substance, and Manufacturer would have a ContextOfUse code of 35-71-140. In addition, if Drug Product has a topic code of 70, then the combination of Chemistry, Drug Product, and Manufacturer would have a ContextOfUse code of 35-70-140.				It is unclear how the topic codes relate to the keywording concept defined in R1, and still  represented in the diagram.  It seems like the ContextofUse has been redefined to be a series of topic codes, rather than eCTD section.  The new concept doesn't appear to be explained anywhere else and this description is inadequate for my understanding.						Persuasive with mod						No changes to this section - or concept - from the previous ballot. NEED TO UPDATE TEXT.														Fred Miller		0.0

		55		RCRIM		ST		PORP_ST000001UV		2.1 Storyboards		2.1.1						A-S		Note: the current specification does not support a message from the regulatory authority to applicant		(Blank)		This is definitely in scope for RPS R2		No		2W		Persuasive																				James Errico		Image Solutions, Inc.

		56		RCRIM		ST		PORP_ST000002UV		2.1 Storyboards		2.1.2						A-S		Note: the current specification does not support a message from the regulatory authority to applicant		(Blank)		See #1		No		2W		Persuasive																				James Errico		Image Solutions, Inc.

		57		RCRIM		RM		PORP_RM000001UV01		2.4Refined Message Information Models		2.4.1						A-S		Note: the current specification does not support a message from the regulatory authority to applicant		(Blank)		See #1		No		2W		Persuasive																				James Errico		Image Solutions, Inc.

		58		RCRIM		ST		PORP_ST000001UV		2.1 Storyboards		2.1.1						A-S		Applications		Dossier, or Dossier (Application)		Early in the R2 discussions there was consensus to use Dossier, since not all regulatory activities are part of applications. This issue should be resolved throughout the document.		No				Not persuasive						Application is the class name.		M												James Errico		Image Solutions, Inc.

		59		RCRIM		ST		PORP_ST000001UV		2.1 Storyboards		2.1.1						A-S		Submissions		Regulatory Activity, or Regulatory Activity (Submission)		See #4		No				Not persuasive						Submission is the class name		M												James Errico		Image Solutions, Inc.

		60		RCRIM		IN		PORP_IN000001UV		2.6Interactions		2.6.1						Neg-Mi		Sender Regulatory Authority		Sender Applicant		Currently, both the sender and receiver are listed as Regulatory Authority.  
There should be at least 3 interactions, showing 
- Applicant to Authority (2.1.1.1-2.1.1.8, 2.1.1.10)
- Authority to Applicant (2.1.1.9, 2.1.1.11, 2.1.1.12) 
- Authority to Authority (no storyboards to support)
- An Applicant to Applicant may also be desirable (no storyboards to support)		Yes		2W		Persuasive																				James Errico		Image Solutions, Inc.

		61		RCRIM		ST		PORP_SN000013UV		2.1 Storyboards		2.1.2.5						A-S		append an existing file reference				I would suggest changing the wording to avoid association with the current ICH "Append" operation. While this is something targeted for R3, there's no reason to leave it there now.		No				Not persuasive						Append is an HL7 term that we cannot change.														James Errico		Image Solutions, Inc.

		62		RCRIM		ST		PORP_SN000017UV		2.1 Storyboards		2.1.2.9						A-T		heart burn		heartburn		Single word		No				Persuasive						Accept proposed wording														James Errico		Image Solutions, Inc.

		63		RCRIM		ST		PORP_ST000003UV		2.1 Storyboards		2.1.3						A-S		"Diagram or Graphic Unavailable"		(the graphic used in 2.1.2)		The graphic used in  2.1.2 is more appropriate to section 2.1.3.  Perhaps 2.1.2 needs a different graphic?		No		D1		Persuasive																				James Errico		Image Solutions, Inc.

		64		RCRIM		ST		PORP_ST000003UV		2.1 Storyboards		2.1.3						Neg-Mi		(missing)				R2 discussions included authority-to-authority interactions such as RMS/CMS notifications and queries.  This is missing from the document.		Yes				Persuasive						Multi-regulator storyboards were not published -need to add those back in														James Errico		Image Solutions, Inc.

		65		RCRIM		ST		PORP_ST000004UV		2.1 Storyboards		2.1.4						A-S		"Diagram or Graphic Unavailable"		(the graphic used in 2.1.2)		See #9		No		D1		Persuasive																				James Errico		Image Solutions, Inc.

		66		RCRIM		TE		PORP_TE000001UV		2.3 Trigger Events		2.3						Neg-Mi		(missing)				There should be a trigger event for an RAA to provide a response to the applicant or other authorities		No				Persuasive																				James Errico		Image Solutions, Inc.

		67		RCRIM		RM		PORP_RM000001UV01		2.4 Refined Message information Models		2.4.1				Yes		A-T		<x> and </x>		(blank)		This appears to be unneeded text		No				Persuasive																				James Errico		Image Solutions, Inc.

		68		RCRIM		RM		PORP_RM000001UV01		2.4 Refined Message information Models		2.4.1						A-T		An original report is the first version of a report		An original document is the first version of a document		The word "report" is not inclusive enough.  Correct this throughout this section.		No				Persuasive																				James Errico		Image Solutions, Inc.

		69		RCRIM		RM		PORP_RM000001UV01		2.4 Refined Message information Models		2.4.1						A-S		The related report being appended is referenced via an ActRelationship, where the ActRelationship.typeCode is set to equal "APND" (for "appends").		The related document being appended is referenced via an ActRelationship with the ActRelationship.typeCode set to "NEW", and the sequelTo object references the original Context of Use, with a typeCode that indicates that it is an addendum to an existing file.		Is there sufficient discussion of this issue to include it in R2?
Note that the diagram is probably still sufficient to task.		Yes				Answered						This concept was in release 1 and is well vetted in structured document and medical records.														James Errico		Image Solutions, Inc.

		70		RCRIM		RM		PORP_RM000001UV01		2.4 Refined Message information Models		2.4.1 - Context of Use (Document) Statuses and Transitions						A-T		The same file can have several context of use		The same file can have several contexts of use		The proposed wording is grammatically correct -- an alternative that would better match the terminology would be "several context of use objects" (or acts or items)		No				Persuasive																				James Errico		Image Solutions, Inc.

		71		RCRIM		RM		PORP_RM000001UV01		2.4 Refined Message information Models		2.4.1 - Model Overview						A-S		report sections		sections		The use of the word report is confusing, as only part of the regulatory activity's collection of documents is reports (used throughout this section)		Yes				Persuasive																				James Errico		Image Solutions, Inc.

		72		RCRIM		RM		PORP_RM000001UV01		2.4 Refined Message information Models		2.4.1 - Model Overview						A-T		regultor		regulator		Minor typo		No				Persuasive																				James Errico		Image Solutions, Inc.

		73		RCRIM		HD		contactParty										A-S		A person or department to call if there are any questions.		A person or organization to contact for a given role		More generic language		No				Persuasive																				James Errico		Image Solutions, Inc.

		74		RCRIM		HD		Person				asAgent						A-T		it might be important the the person		it might be important to know that the person		Missing words		No				Persuasive																				James Errico		Image Solutions, Inc.

		75		RCRIM		HD		Agent										A-T		it might be important the the person		it might be important to know that the person		See #20		No				Persuasive																				James Errico		Image Solutions, Inc.

		76		RCRIM		HD		Subject2				categoryEvent						A-T		furhtered … ammendment		further … amendment		Typos		No				Persuasive																				James Errico		Image Solutions, Inc.

		77		RCRIM		HD		CategoryEvent										A-T		furhtered … ammendment		further … amendment		See #22		No				Persuasive																				James Errico		Image Solutions, Inc.

		78		RCRIM		HD		Component2				contextOfUse						A-T		the same submission unit, different submission unit		the same submission unit, a different submission unit		An article is needed		No				Persuasive																				James Errico		Image Solutions, Inc.

		79		RCRIM		HD		ContextOfUse										A-T		the same submission unit, different submission unit		the same submission unit, a different submission unit		See #24		No				Persuasive																				James Errico		Image Solutions, Inc.

		80		RCRIM		HD		Component2				contextOfUse						A-S		Regulatory authorities could have different codes than applicants		(delete)		How could this be true?  Different regulatory authorities could have different codes, but the applicant has to match the codes defined by the RA		No				Persuasive																				James Errico		Image Solutions, Inc.

		81		RCRIM		HD		ContextOfUse										A-S		Regulatory authorities could have different codes than applicants		(delete)		See #26		No				Persuasive																				James Errico		Image Solutions, Inc.

		82		RCRIM		HD		ContextOfUse				title						A-S		If title is blank, the file title can be used		If title is blank, review systems may use the file title		Clarification		No				Persuasive																				James Errico		Image Solutions, Inc.

		83		RCRIM		HD		ContextOfUse				links						A-S		This allows two link correspondance together		This allows two context of use acts to be related, such as for relating correspondence to documents		Existing wording does not make sense		No				Persuasive																				James Errico		Image Solutions, Inc.

		84		RCRIM		HD		ContextOfUse				sequelTo						A-S		A context of use reference one file. In the case that a context of use is being made obsolete, there is no need for a file reference.		A context of use references one file.		Subject/verb agreement; the second sentence is not relevant here.		No				Persuasive																				James Errico		Image Solutions, Inc.

		85		RCRIM		HD		ContextOfUse				referencedBy						A-S		Keywords and context of use code can be used to determine placement in a table of contents.		Keywords and context of use code can be used to determine placement in a table of contents in review and assembly systems.		Minor clarification; otherwise it's not relevant to the message itself.		No				Persuasive																				James Errico		Image Solutions, Inc.

		86		RCRIM		HD		PrimaryInformationRecipient										A-S		A context of use can be targeted to only one regulatory authority		It may be necessary to target a context of use to only one regulatory authority.		The original text reads like an imperative instead of an option		No				Persuasive																				James Errico		Image Solutions, Inc.

		87		RCRIM		HD		Links										A-C						Note for R3: Adding a type code here would permit use of Links for several purposes such as appending documents, and also possibly provide a structure for solving the broken link problem		No				Considered for future use																				James Errico		Image Solutions, Inc.

		88		RCRIM		HD		SequelTo										A-S		A context of use reference one file. In the case that a context of use is being made obsolete, there is no need for a file reference.		A context of use references one file.		See #30		No				Persuasive																				James Errico		Image Solutions, Inc.

		89		RCRIM		HD		Reference3										A-S		Keywords and context of use code can be used to determine placement in a table of contents.		Keywords and context of use code can be used to determine placement in a table of contents in review and assembly systems.		See #31		No				Persuasive																				James Errico		Image Solutions, Inc.

		90		RCRIM		HD		ContextOfUse				ReferencedBy						Neg-Mj		ReferencedBy		ReferencedBy1 and ReferencedBy2		Previous versions of the RPS model used a ReferencedBy1 and ReferencvedBy2 for files and keywords, respectively, which referered to the Reference8 and Reference5 objects.  There was no reason to change this, and it will affect existing software development!		Yes				Not persuasive						Schemas are not normative.		M												James Errico		Image Solutions, Inc.

		91		RCRIM		HD		Reference3				contextOfUseReferences						Neg-Mj		contextOfUseReferences		n/a		This object should be eliminated in favor of the structure used by  R1. This description does not permit limiting to a single FileReference.		Yes				Not persuasive						Schemas are not normative.		M												James Errico		Image Solutions, Inc.

		92		RCRIM		HD		ContextOfUseReferences										Neg-Mj		Choice of FileReference, Keyword		n/a		See #37		Yes				Not persuasive						Schemas are not normative.		M												James Errico		Image Solutions, Inc.

		93		RCRIM		HD		Keyword										A-T		contect		context		Simple typo		No				Persuasive																				James Errico		Image Solutions, Inc.

		94		RCRIM		HD		Keyword										Neg-Mj		code				This object should be eliminated in favor of the structure used by R1.  There is no reason to have a second means of specifying the code, and the Keyword object does not have a means of specifying life cycle.		Yes				Not persuasive						Schemas are not normative. This add the ability to use a coded terminology that is not managed by the sponsor		M												James Errico		Image Solutions, Inc.

		95		RCRIM		HD		Submission										A-S		The submission		The Regulatory Activity (submission)		See #4		No				Not persuasive						Submission is the class name		M												James Errico		Image Solutions, Inc.

		96		RCRIM		HD		Submission				subject1						A-S		One submission can have many approvals for one submission		A Regulatory Activity may have Approvals, and may have many.		See #4, also emphasize that not all submissions will be approved		No				Not persuasive						Submission is the class name		M												James Errico		Image Solutions, Inc.

		97		RCRIM		HD		Subject1				approval						A-T		The approval cane be		The approval can be		Simple typo		No				Persuasive																				James Errico		Image Solutions, Inc.

		98		RCRIM		HD		Approval										A-T		The approval cane be		The approval can be		See #43		No				Persuasive																				James Errico		Image Solutions, Inc.

		99		RCRIM		HD		Approval				holder						A-S		(blank)		Design Comments: The Author identifies the approved organization		A design comment is needed		No				Persuasive																				James Errico		Image Solutions, Inc.

		100		RCRIM		HD		Approval				author						A-S		(blank)		Design Comments: The Holder identifies the approving organization		A design comment is needed		No				Persuasive																				James Errico		Image Solutions, Inc.

		101		RCRIM		HD		Holder										A-S		(blank)		Design Comments: The Author identifies the approved organization		See #45		No				Persuasive																				James Errico		Image Solutions, Inc.

		102		RCRIM		HD		Author										A-S		(blank)		Design Comments: The Holder identifies the approving organization		See #46		No				Persuasive																				James Errico		Image Solutions, Inc.

		103		RCRIM		HD		Author				sponsor						A-S		(blank)		Design Comments: The sponsor identifies the approved organization		A design comment is needed		No				Persuasive																				James Errico		Image Solutions, Inc.

		104		RCRIM		HD		Sponsor										A-S		(blank)		Design Comments: The sponsor identifies the approved organization		See #49		No				Persuasive																				James Errico		Image Solutions, Inc.

		105		RCRIM		HD		PertinentInformation1				application						A-T		Applications organizes submissions		Applications organize submissions		Minor typo		No				Persuasive																				James Errico		Image Solutions, Inc.

		106		RCRIM		HD		Application										A-T		Applications organizes submissions		Applications organize submissions		See #51		No				Persuasive																				James Errico		Image Solutions, Inc.

		107		RCRIM		HD		Application				component						A-T		and in other application, please refer to specific implementation guide		and in other applications, please refer to specific implementation guides		Minor typos		No				Persuasive																				James Errico		Image Solutions, Inc.

		108		RCRIM		HD		Component1										A-T		and in other application, please refer to specific implementation guide		and in other applications, please refer to specific implementation guides		Minor typos		No				Persuasive																				James Errico		Image Solutions, Inc.

		109		RCRIM		HD		Reference2										A-S		For example a marketing application can refer to many investigational applications.		For example a marketing application can refer to many investigational applications, or a generic drug approval may reference a master file.		Suggestion		No				Persuasive																				James Errico		Image Solutions, Inc.

		110		RCRIM		HD		Application				ReferencedBy						A-T		Design Comments: Two or more applications can refer to each other. For example a marketing application can refer to many investigational applications.		Design Comments: A keyword definition contains name value pairs that are used within the context of an application. Each keyword is an item of information that provides context for the document(s) in a context of use. Keywords are used only to further define the context of a ContextOfUse, and the Keywords, by themselves, have no intrinsic value. Since one of the goals of this message was to create one message structure that can be used for all regulated product types, we decided not to model individual keywords or keyword groups as classes and relate these classes to specific ContextOfUse codes.		Comment applied to wrong object		No				Persuasive																				James Errico		Image Solutions, Inc.

		111		RCRIM		HD		Application				Reference1						A-T		(blank)		Design Comments: Two or more applications can refer to each other. For example a marketing application can refer to many investigational applications.		Comment applied to wrong object		No				Persuasive																				James Errico		Image Solutions, Inc.

		112		RCRIM		HD		Reference2										A-T		Design Comments: Two or more applications can refer to each other. For example a marketing application can refer to many investigational applications.		Design Comments: A keyword definition contains name value pairs that are used within the context of an application. Each keyword is an item of information that provides context for the document(s) in a context of use. Keywords are used only to further define the context of a ContextOfUse, and the Keywords, by themselves, have no intrinsic value. Since one of the goals of this message was to create one message structure that can be used for all regulated product types, we decided not to model individual keywords or keyword groups as classes and relate these classes to specific ContextOfUse codes.		Comment applied to wrong object		No				Persuasive																				James Errico		Image Solutions, Inc.

		113		RCRIM		HD		Reference1										A-T		(blank)		Design Comments: The application that is bieng referred to.		Comment applied to wrong object		No				Persuasive																				James Errico		Image Solutions, Inc.

		114		RCRIM		HD		KeywordDefinition										A-T		not model		not to model		Minor typo		No				Persuasive																				James Errico		Image Solutions, Inc.

		115		RCRIM		HD		Reference21				keywordDefinition						A-T		not model		not to model		See #60		No				Persuasive																				James Errico		Image Solutions, Inc.

		116		RCRIM		HD		KeywordDefinition				code						A-T		manufacture		manufacturer		Minor typo		No				Persuasive																				James Errico		Image Solutions, Inc.

		117		RCRIM		RM		PORP_RM000001UV				2.4.1						Neg-Mj		R_Product_unniversal CMET is the subject of an approval		Refer to the limited set of product properties that were defined in the requirements sessions rather than the CMET		The Universal Product CMET includes too much information for use in an approval.  The CMET referred to includes product details that are not appropriate for a regulatory approval.  Examples of this include the package expiration date, lot number and SN.  This larger set of information will make testing much more difficult and is unnecessary.  Requirements discussion resulted in a small set of required product information.  We would recommend using only the specific product data identified during requirements gathering (Model, Brand, etc.).  Reference to a Common Product Model CMET should be deferred to RPS3.						Not persuasive						Limits can be introduced when the profile is created. Every implimentation will need a profile.		M												Karin Sailor		Medtronic Inc.

		118		RCRIM		RM		PORP_RM000001UV				2.4.1, 2.1.1.5, 2.1.1.3						Neg-Mj		in 2.41, there is a 1….1 relationship between application and submission.		modify the model in 2.4.1 to reflect *…..* relationship between application and submission		Storyboards 2.1.1.5 and 2.1.1.3 require a *....* relationship as detailed below.
In 2.1.1.5, the storyboard specifies "In certain regulatory processes, the same documentation may need to be submitted to multiple applications. 

Acme Manufacturing produces an annual report that pertains to multiple active applications....... The regulatory authority processes this submission unit and associates it to all relevant applications."

The 2.1.1.3 storyboard requires that an application be related to multiple submissions: ".......The regulatory authority receives and validates this submission unit for this new submission. This new submission (e.g., referred to as a supplement or variation) and the original submission are both associated to the same application."						Not persuasive						A submission unit can apply to multiple regulatory activites (submissions) each submission applies to one and only one application		M												Karin Sailor		Medtronic Inc.

		119		RCRIM		RM		PORP_RM000001UV				2.4.1						Neg-Mi		None		Add expiration date as a property on approval		Approvals in some countries expire.  It would be useful to provide expiration date as an additional optional property on the approval entity						Considered for future use						A good requirment that should be added to the next release														Karin Sailor		Medtronic Inc.

		120		RCRIM		RM		PORP_HD000001_UV01				2.4.1						Neg-Mi		The application that is being referred to		??		Please add additional text to explain how the application reference is defined and would be used.    Does this correlate to a storyboard?  If so, a storyboard reference would be helpful.						Persuasive						The application that is being referred to. For example, in Japan for drug application, often is the case the two applications are related to each other.														Karin Sailor		Medtronic Inc.

		121		RCRIM		ST		PORP_ST000001UV		2.1.1.		2.1.1.2						A-S		The regulatory authority receives and validates this submission unit and then this submission unit is associated with the original submission.		The regulatory authority receives and validates this submission unit and then this submission unit is associated with the original submission and details of the purpose of the additonal data are available.		The intention of any newly submitted data must be visible and the new data need to be identifiable as a difference from the status so far. This concept is detailed in section 2.1.2 but should be mentioned already here.						Persuasive with mod						The regulatory authority receives and validates this submission unit and then this submission unit is associated with the original submission and additional information is made available (e.g., purpose of submission).														Klaus Menges		0.0

		122		RCRIM		ST		PORP_ST000001UV		2.1.1.		2.1.1.3						A-S		This new submission (e.g., referred to as a supplement or variation) and the original submission are both associated to the same application.		This new submission (e.g., referred to as a supplement or variation) and the original submission are both associated to the same application and details of the purpose of the additonal data are available.		The intention of any newly submitted data must be visible and the new data need to be identifiable as a difference from the status so far. This concept is detailed in section 2.1.2 but should be mentioned already here.						Persuasive with mod						The regulatory authority receives and validates this submission unit and then this submission unit is associated with the original submission and additional information is made available (e.g., purpose of submission).														Klaus Menges		0.0

		123		RCRIM		ST		PORP_ST000001UV		2.1.1.		2.1.1.4						A-S		The regulatory authority processes this submission unit and associates the unit to the correct submission.		The regulatory authority processes this submission unit and associates the unit to the correct submission and details of the purpose of the additonal data are available.		The intention of any newly submitted data must be visible and the new data need to be identifiable as a difference from the status so far. This concept is detailed in section 2.1.2 but should be mentioned already here.												The regulatory authority receives and validates this submission unit and then this submission unit is associated with the original submission and additional information is made available (e.g., purpose of submission).														Klaus Menges		0.0

		124		RCRIM		ST		PORP_ST000001UV		2.1.1.		2.1.1.5						A-S		The regulatory authority processes this submission unit and associates it to all relevant applications.		The regulatory authority processes this submission unit and associates it to all relevant applications and details of the purpose of the additonal data are available.		The intention of any newly submitted data must be visible and the new data need to be identifiable as a difference from the status so far. This concept is detailed in section 2.1.2 but should be mentioned already here.						Persuasive with mod						The regulatory authority receives and validates this submission unit and then this submission unit is associated with the original submission and additional information is made available (e.g., purpose of submission).														Klaus Menges		0.0

		125		RCRIM		ST		PORP_ST000001UV		2.1.1.		2.1.1.6						A-S		The regulatory authority processes this submission unit and associates it to all relevant submissions.		The regulatory authority processes this submission unit and associates it to all relevant submissions and details of the purpose of the additonal data are available.		The intention of any newly submitted data must be visible and the new data need to be identifiable as a difference from the status so far. This concept is detailed in section 2.1.2 but should be mentioned already here.						Persuasive with mod						The regulatory authority receives and validates this submission unit and then this submission unit is associated with the original submission and additional information is made available (e.g., purpose of submission).														Klaus Menges		0.0

		126		RCRIM		ST		PORP_ST000001UV		2.1.1.		2.1.1.10						A-T		...123, including the the contact...		...123, including the contact…		Delete the second "the".						Persuasive																				Klaus Menges		0.0

		127		RCRIM		ST		PORP_ST000002UV		2.1.2.		2.1.2.3						A-T		..and Little Factory...		..and Small Factory...		The company name should be conistent.						Persuasive						Accept proposed wording														Klaus Menges		0.0

		128		RCRIM		ST		PORP_ST000002UV		2.1.2.		2.1.2.7						A-S		Last sentence: ...and the addendum.		...and the one or more addenda.		It should become cle<r that one or more addenda could or would be affected. From the current wording it might also be possible that the consolidation will cover only one addendum. A second or third addendum may still remain valid, isn't it?						Persuasive						Accept proposed wording														Klaus Menges		0.0

		129		RCRIM		ST		PORP_ST000002UV		2.1.2.		2.1.2.8						A-S		...one copy of the protocol file. The regulatory authority processes…		...one copy of the protocol file. The submission unit message contains the respective file references. The regulatory authority processes…		For clarification						Persuasive						Accept proposed wording														Klaus Menges		0.0

		130		RCRIM		ST		PORP_ST000002UV		2.1.2.		2.1.2.11						A-S		Note: ...This method applies to studies, logical files...		Note: ...This method applies to files, logical files...		It seems to be questionable, that studies are mentioned.						Persuasive						Accept proposed wording														Klaus Menges		0.0

		131		RCRIM		ST		PORP_ST000003UV		2.1.3.		2.1.3.4						A-S				Note: This procedure can be applied as well in case an inspection is required.		At least in Europe this is the most common situation when RA require meetings / visits at regulated industry. The addition of that note will enhance the understanding of the story.						Persuasive						Accept proposed wording														Klaus Menges		0.0

		132		RCRIM		RM		PORP_RM000001UV01		2.4.		2.4.1. Submission Interaction						A-S		The applicant can create a new submission, amend an existing submission or withdraw a submission.		The applicant can create a new submission, amend or replace an existing submission or withdraw a submission.		As mentioned in the paragraphs before replacement is an Act as well, but nor mentioned here. If replacement is achieved by ContextofUse only this need to better expressed.						Not persuasive						A submission a regulatory activity and you cannot replace a regulatory activity. Documents (i.e. context of use) can be replaces		M												Klaus Menges		0.0

		133		RCRIM		RM		PORP_RM000001UV01		2.4.		2.4.1. ContextOfUse Codes						A-S		a ContextOfUse code of 35-71-140				The example is quite difficult to understand as it suggests a predefined structure of codes, which is according to the model not the case.						Pending input from submitter						The text is an example of a code set. Please suggest alternative text.														Klaus Menges		0.0

		134		RCRIM		HD		PORP_HD000001UV01		SubmissionUnit		code						A-S		The code specifying the particular kind of submission unit (e.g. Original, Amendment, Supplement).		The code specifying the particular kind of submission unit (Original, Amendment, Replacement, Setting obsolete).		The list in bracket should be exhaustive and correct.						Not persuasive						The list is different per product type and regulatory authority, being exhaustive might not be practical														Klaus Menges		0.0

		135		RCRIM		HD		PORP_HD000001UV01		SubmissionUnit		statusCode						A-S		A submission unit is either active or null.		A submission unit is normally active. Only in case of technically caused withdrawn the status is null.		It seems to be questionable whether a submission unit can have any other status than active. Perhaps for technical reason a submission unit may be considered  withdrawn (= not active). In case of replacing former submission units this will be actioned by ContextOfUse.						Persuasive																				Klaus Menges		0.0

		136		RCRIM		HD		PORP_HD000001UV01		SubmissionUnit								A-S		Since the message, at this time, is only from applicant to regulatory authority, submission does not have a date attribute.		Delete the sentence.		The existing wording is inconstistent as messages sent by RA are also included in other sections. It is recommended to include submissionDate.						Persuasive																				Klaus Menges		0.0

		137		RCRIM		ST												Neg-Mj						Storyboards for Additional Inforamtion about the submission (including an storyboard for ContactParty), Responses to Coorespondence, Multi-Product, Multi-Regulator submissions have not been added to the storyboard content.  The requirements need to be reflected in the message if they are missing.						Persuasive																				Marti Velezis		0.0

		138		RCRIM		RM		Product										Neg-Mi						The requirements for Product information only include the RegulatedProduct's:
name
id
modelIdentifier
softwareVersion
typeCode
subTypeCode						Not persuasive						Restrication can be made when the profile is created and put in the IG		M												Marti Velezis		0.0

		139		RCRIM		RM		Product										Neg-Mi						R_Product [Universal] with the identifier PORR_MT049011UV01 only has an HMD available - the CMET diagram is not available for review; Has this been replaced by R_ProductReportable and R_ProductListed?						Persuasive																				Marti Velezis		0.0

		140		RCRIM		RM												Neg-Mi						Duplicate information exists in PORR_MT049011UV01 that would allow users to insert information in two locations and/or the incorect location - for example - Approval in the CMET (PORR_MT049011UV01) and in Approval in the RPS Message (PORP_RM000001UV); Is the intent that the sender can select where to put this information?						Not persuasive						Restrication can be made when the profile is created and put in the IG		M												Marti Velezis		0.0

		141		RCRIM		RM		CategoryEvent										Neg-Mi						File does not include a way to specify the location, language and country intended for a file.  Was this not added?						Not persuasive						Language is  proparty of ED on file. Restricting the file is done on the conetxt of use to territorial authority														Marti Velezis		0.0

		142		RCRIM		RM		ContextOfUse										A-Q						The attribute - "link" - states: This allows two link correspondance together to make a threaded communication. 
Does this mean that "link" allows two correspondences to be linked together?  And that this linkage may include multiple linkages to the context of use?  Is the link - the correspondenceId?						Answered						The requirement is to link two or more correspondances together. A correspondance identifier is one way to accomplish this goal. The standard choose to use a linking mechanism opposed to an identifer to meet the requirments.														Marti Velezis		0.0

		143		RCRIM		RM												Neg-Mi						Is there a way to specify the sponsor assigned id for the submissionUnit?						Answered						Yes. II has assignment attributes														Marti Velezis		0.0

		144		RCRIM		RM		CategoryEvent										A-T		A submission unit could be furhtered catagorized. For example, an ammendment (submission unit.code) could be a 30 day waiver. The category can have sub categories		A submission unit could be furthered categorized. For example, an amendment (submission unit.code) could be a 30 day waiver. The category can have sub categories		corrected several misspellings						Persuasive																				Marti Velezis		0.0

		145		RCRIM		ST												Neg-Mi		Note: the current specification does not support a message from the regulatory authority to applicant				Remove all references that the current specification does not support a message from the regulatory authority to applicant; RPS R2 enables two-way communication.				2W		Persuasive																				Marti Velezis		0.0

		146				RM												Neg-Mi						SubmissionUnit with ActRelationship [Component] to ContextOfUse has a 0..* documentEvent - does that mean that a submission unit may not reference any ContextOfUse?  If so, what will be included in the submission unit?  Shouldn't a submission unit contain at least one context of use (and one or more referenced file).						Not persuasive						A submission unit can be sent to withdraw a submission from consideration or just to remove documents (context of use) from previous submission units		M												Marti Velezis		0.0

		147		RCRIM								2.1.2						A-Q		Note: the current specification does not support a message from the regulatory authority to applicant				Is this correct?  Later in the document there is "request for additional information" from the regulatory authority.  Also, in the RMIM there is a note that both applicants and regulatory authorities send submission units.				2W		Persuasive																				Scott M Robertson		Kaiser Permanente

		148		RCRIM								2.4.1						A-T		<x>
…
</x>				these are probably editorial artifacts which should be deleted						Persuasive																				Scott M Robertson		Kaiser Permanente

		149		RCRIM		ST		PORP_ST000003UV				2.1.3						Neg-Mi						need diagram (missing) before final publication				D1		Persuasive																				Scott M Robertson		Kaiser Permanente

		150		RCRIM		ST		PORP_ST000004UV				2.1.4						Neg-Mi						need diagram (missing) before final publication				D1		Persuasive																				Scott M Robertson		Kaiser Permanente

		151		RCRIM		IN		PORP_IN000001UV				2.6.1						Neg-Mi		Sender 
Regulatory Authority 
PORP_AR000002UV		Sender 
Applicant
PORP_AR000001UV		logically, and from the text, it would seem that the Sender is the Applicant				2W		Persuasive																				Scott M Robertson		Kaiser Permanente

		152		RCRIM		IN		PORP_IN000001UV				2.6.1						A-T		The submission unit is sent from the application to the regultory authority		… applicant … regulatory						2W		Persuasive																				Scott M Robertson		Kaiser Permanente

		153		RCRIM		ST		PORP_ST000002UV		2		2.1.2						Neg-Mi						drop the note that the current specification does not support a message from the regulatory authority to applicant.		No		2W		Persuasive																				William Friggle		sanofi-aventis

		154		RCRIM		ST		PORP_ST000003UV		2		2.1.3						A-C						Diagram appears to be missing or unavailable for viewing - please correct		No		D1		Persuasive																				William Friggle		sanofi-aventis

		155		RCRIM		ST		PORP_SN000042UV		2		2.1.3.3						A-C		…and send an approval letter indicating the correspondence identifier…		…and FDA/CDRH sends an approval letter indicating the correspondence identifier…		makes the actors taking the action a little bit clearer.		No				Persuasive with mod						need to remove the technical solution of correspondance identifiers														William Friggle		sanofi-aventis

		156		RCRIM		ST		PORP_ST000004UV		2		2.1.4						A-C						Diagram appears to be missing or unavailable for viewing - please correct		No		D1		Persuasive																				William Friggle		sanofi-aventis

		157		RCRIM		RM		PORP_RM000001UV01		2		2.4.1						Neg-Mi						While the existing descriptive text in this section is generally helpful it does not constitute a model walkthrough. A model walkthrough shoujld be added and the existing text maintained but clearned up.		No				Persuasive						NEED TO UPDATE TEXT														William Friggle		sanofi-aventis

		158		RCRIM		RM		PORP_RM000001UV01		2		2.4.1						A-C		existing 2.4.1 text		Note: Regulated product submissions may contain files with varying content. While the terms "report" and "document" are used, please note that the broader concept of "component content file" (e.g., data sets, metadata, graphic files, etc.) is typically applicable.		This type of note should perhaps be placed at the beginning of the text or else all instances of "report" or "document" could perhaps be replaced by "component content file".		No				Persuasive																				William Friggle		sanofi-aventis

		159		RCRIM		RM		PORP_RM000001UV01		2		2.4.1						A-C		2nd Para, last sentence in "Document Identification…" section, "…and will have an ActRelationship.typeCode is set…"		2nd Para, last sentence in "Document Identification…" section, "…and will have an ActRelationship.typeCode that is set…"		missing the word "that"		No				Persuasive																				William Friggle		sanofi-aventis

		160		RCRIM		RM		PORP_RM000001UV01		2		2.4.1						A-C		last sentence of "Context of Use (Document)…" section				It would be useful to provide some examples of what is meant by "…when the submission that document belongs to has come to a conclusion."		No				Persuasive						NEED TO UPDATE TEXT														William Friggle		sanofi-aventis

		161		RCRIM		RM		PORP_RM000001UV01		2		2.4.1						Neg-Mi		Last sentence of "Submission Statuses and Transitions" section.				This section should be updated to properly reflect statuses that may now be included given that the message supports two-way communication. I assume that the last sentence needs to be changed to no longer say, "since the current message only supports communication from applicant to regulatory authority..."		No				Persuasive						NEED TO UPDATE TEXT														William Friggle		sanofi-aventis

		162		RCRIM		RM		PORP_RM000001UV01		2		2.4.1						Neg-Mi						drop the note that the current specification does not support a message from the regulatory authority to applicant.		No				Persuasive																				William Friggle		sanofi-aventis

		163		RCRIM		RM		PORP_RM000001UV01		2		2.4.1						A-T		3rd sentence in 3rd paragraph of "Model Overview" section "…this class can be used to indicates…"		"…this class can be used to indicate…"		drop the "s" in the word "indicates"		No				Persuasive																				William Friggle		sanofi-aventis

		164		RCRIM		RM		PORP_RM000001UV01		2		2.4.1						A-T		4th paragraph of "Model Overview" section "…so the regulatory…"		"…so the regulator…"		drop the "y" in the word "regulatory"		No				Persuasive																				William Friggle		sanofi-aventis

		165		RCRIM		RM				2		2.A						Neg-Mi						There is no IG for R2 and the R1 IG is both insufficient and no longer applicable.		No				Persuasive						Need to separate to keep R1 and R2 alive together.														William Friggle		sanofi-aventis

		166		RCRIM		HD		PORP_HD000001UV01				SubmissionUnit						A-C		Design Comments, "…to further the granting of a submission"		"…to further disposition of a submission."				No				Persuasive																				William Friggle		sanofi-aventis

		167		RCRIM		HD		PORP_HD000001UV01				Agent						A-T		Design Comments: "…it might be important the the person…"		"…it might be important that the person…"		change the first "the" to "that"		No				Persuasive																				William Friggle		sanofi-aventis

		168		RCRIM		HD		PORP_HD000001UV01				CategoryEvent						A-T		Design Comments: "…A submission unit could be furhtered…"		"…A submission unit could be further…"				No				Persuasive																				William Friggle		sanofi-aventis

		169		RCRIM		HD		PORP_HD000001UV01				Links						A-T		Design Comments: "This allows two link…"		"This allows the linking of correspondance…"				No				Persuasive																				William Friggle		sanofi-aventis

		170		RCRIM		HD		PORP_HD000001UV01				Links						A-C		Design Comments: This allows the linking of correspondance together to make a threaded communication.				The comments seem sparse here. It would be valuable to say more about threaded communication.		No				Persuasive						NEED TO UPDATE TEXT														William Friggle		sanofi-aventis

		171		RCRIM		HD		PORP_HD000001UV01				RelatedContextofUse						A-C		Design Comments: See section "Document Identification, Revisions, and Addenda"				It was not clear to me specifically what material was being referenced in the "Document Identification, Revisions, and Addenda". I found no mention of related CoU in this section. It would be helpful to explain more clearly when/how to use the RelatedContextOfUse Act.		No				Persuasive						NEED TO UPDATE TEXT														William Friggle		sanofi-aventis

		172		RCRIM		HD		PORP_HD000001UV01				SequelTo						A-C		Design Comments: A context of use references one file. In the case that a context of use is being made obsolete, there is no need for a file reference.				The comment does not seem to clearly explain what this ActRelationship represents.		No				Persuasive						NEED TO UPDATE TEXT														William Friggle		sanofi-aventis

		173		RCRIM		HD		PORP_HD000001UV01				Reference3						A-C		Design Comments:				It would be useful to provide some examples.		No				Persuasive						NEED TO UPDATE TEXT														William Friggle		sanofi-aventis

		174		RCRIM		HD		PORP_HD000001UV01				Approval						A-T		Design Comments: "The approval cane…"		"The approval can…"				No				Persuasive																				William Friggle		sanofi-aventis

		175		RCRIM		HD		PORP_HD000001UV01				Holder						A-C						It would be helpful if there was a Design Comment explaining this participation.						Persuasive						NEED TO UPDATE TEXT														William Friggle		sanofi-aventis

		176		RCRIM		HD		PORP_HD000001UV01				Sponsor						A-C						It would be helpful if there was a Design Comment explaining this participation.						Persuasive						NEED TO UPDATE TEXT														William Friggle		sanofi-aventis

		177						PORP_HD000001UV01				Author						A-C						It would be helpful if there was a Design Comment explaining this participation.						Persuasive						NEED TO UPDATE TEXT														William Friggle		sanofi-aventis

		178																Neg-Mi						I might have missed voting for an earlier release, but still the RMIM unfortunately suffers from a systematic problem: most arrows are reversed. Best example: Submission -SUBJ-> Approval : isn't the Submission the subject of the Approval? As it is, the Approval is the subject of the Submission, as if the Approval was being submitted. Does a SubmissionUnit contain a ContextOfUse? I thought, if component is the relationship to use, that something is contained in a context and not the other way. CategoryEvent's subject is the SubmissionUnit, no? The many vague "reference" and "pertainsTo" relationships are also of concern, and look inverted to me.						Persuasive with mod						NEED ALL OF THE PROPOSED UPDATES														Gunther Schadow		0.0

		179																						• The ballot contains multiple references that, "the current specification does not support a message from the regulatory authority to the applicant".  These references should be remove because the "Two Way Communication" storyboard addresses regulatory authority to applicant messaging.  The following sections contain the above wording;
o 2.1.1 & 2.1.2 just before the Diagram in each section
o 2.4.1
 Last sentence in the "Submission Statuses and Transitions" has similar wording is in this section.
 Last sentence in the "Submission Interaction" section.
 RPS Diagram Model - Submission, Design Comments last sentence states, "Since this message, at this time, is only from the applicant to the regulatory authority, submission does not have a date attribute."
• Sections 2.1.1.8, 2.1.1.9, 2.1.1.10, & 2.1.1.11 -- Each of these scenarios address the "submission information" using examples that include; regulatory authority application number, regulatory submission number, sequence (serial) number, presubmission identifier, and regulatory reviewable unit number(s).
o Is this submission information captured in the "id" message/data element for each object (e.g. Application, Submission)? or;
o Would do these elements need to be added to the model?

• Section 2.4.1, "Submission Interaction" section.
o The first sentence states, "For the scope of this project, all communication from applicant to regulatory authority are in the form of a submission." -- Should this be updated to state, "For the scope of this project, all communication between an applicant and the regulatory authority are in the form of a submission unit."

• Section 2.6.1; Change "The submission unit is sent from the application to the regultory authority" to "The submission unit is sent from the applicant to the regulatory authority or from the regulatory authority to the applicant.'				2W		Persuasive																				FDA		0.0

		180																																																All		0.0

		181																																																All		0.0

		182																																																All		0.0

		183																																																All		0.0

		184																																																All		0.0

		185																																																All		0.0

		186																																																All		0.0

		187																																																All		0.0

		188																																																All		0.0

		189																																																All		0.0

		190																																																All		0.0

		191																																																All		0.0

		192																																																All		0.0

		193																																																All		0.0

		194																																																All		0.0

		195																																																All		0.0

		196																																																All		0.0

		197																																																All		0.0

		198																																																All		0.0

		199																																																All		0.0

		200																																																All		0.0

		201																																																All		0.0

		202																																																All		0.0

		203																																																All		0.0

		204																																																All		0.0

		205																																																All		0.0

		206																																																All		0.0

		207																																																All		0.0

		208																																																All		0.0

		209																																																All		0.0

		210																																																All		0.0

		211																																																All		0.0

		212																																																All		0.0

		213																																																All		0.0

		214																																																All		0.0

		215																																																All		0.0

		216																																																All		0.0

		217																																																All		0.0

		218																																																All		0.0

		219																																																All		0.0

		220																																																All		0.0

		221																																																All		0.0

		222																																																All		0.0

		223																																																All		0.0

		224																																																All		0.0

		225																																																All		0.0

		226																																																All		0.0

		227																																																All		0.0
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Instructions

																Return to Ballot

				How to Use this Spreadsheet

				Submitting a ballot:

SUBMITTER WORKSHEET:
Please complete the Submitter worksheet noting your overall ballot vote.  Please note if you have any negative line items, the ballot is considered negative overall.  For Organization and Benefactor members,  the designated contact must be one of your registered voters  to conform with ANSI guidelines.

BALLOT WORKSHEET:
Please complete all lavender columns as described below - columns in turquoise are for the committees to complete when reviewing ballot comments.    
Several columns utilize drop-down lists of valid values, denoted by a down-arrow to the right of the cell.  Some columns utilize a filter which appears as a drop down in the gray row directly below the column header row.  
If you need to add a row, please do so near the bottom of the rows provided.
If you encounter issues with the spreadsheet, please contact Karen VanHentenryck (karenvan@hl7.org) at HL7 Headquarters.

Resolving a ballot:
Please complete all green columns as described below - columns in blue are for the ballot submitters.
You are required to send resolved ballots back to the ballot submitter, as denoted by the Submitter worksheet.

Submitting comments on behalf of another person:
You can cut and paste other peoples comments into your spreadsheet and manually update the column titled "On behalf of" or you 
can use a worksheet with the amalgamation macro in it (available from HL7 Inc. or HL7 Canada (hl7canada@cihi.ca)).  The 
amalgamation worksheet contains the necessary instructions to automatically populate the 'submitter', 'organization' and 
'on behalf of' columns.  This is very useful for organizational members or international affiliates who have one representative 
for ballot comments from a number of different people.

				Column Headers

				Ballot Submitter (sections in lavender)

				Number		This is an identifier used by HL7 Committees.  Please do not alter.

				Ballot Committee		Select the committee from the drop down list that will best be able to resolve the ballot comment.  

In some situations, the ballot comment is general in nature and can best be resolved by a non-chapter specific committee.  This can include  MnM (Modeling and Methodology) & CQ (Control Query).  Enter these committees if you feel the ballot can best be resolved by these groups.  In some situations, chapter specific committees such as OO (Observation and Orders) and FM (Financial Management) will refer ballot comments to these committees if they are unable to resolve the ballot comment.  An explanation of the 'codes' used to represent the Ballot Committees as well as the Ballots they are responsible for is included in the worksheet titled 'CodeReference'

				Artifact		The type of Artifact this Change affects.

						HD		Hierarchical Message Definition

						AR		Application Roles

						RM		Refined Message Information Model

						IN		Interaction

						TE		Trigger Event

						MT		Message Type

						DM		Domain Message Information Model

						ST		Storyboard

						??		Other

				Section		Section of the ballot, e.g., 3.1.2.  Note:  This column can be filtered by the committee, for example, to consider all ballot line items reported against section 3.1.2.

				Ballot		A collection of artifacts including messages, interactions, & storyboards that cover a specific interest area.  Examples in HL7 are Pharmacy, Medical Devices, Patient Administration, Lab Order/Resulting, Medical Records, and Claims and Reimbursement.  

Select from the drop down list the specific ballot that the comment pertains to.  An explanation of the 'codes' used to represent the Ballots as well as the Ballot Committees that are are responsible for them is included in the worksheet titled 'CodeReference'.  Please refer to the list of available ballots on the HL7 site for more descriptive information on current, open ballots.

				Pubs		If the submitter feels that the issue being raised directly relates to the formatting or publication of this document rather than the content of the document, flag this field with a "Y" value, otherwise leave it blank or "N".

				Vote/Type		Negative Votes:

1. (Neg-Mj) Negative Vote with reason , Major.  Use this in the situation where the content of the material is non-functional, incomplete or requires correction before final publication.  All Neg-Mj votes must be resolved by committee.

2. (Neg-Mi) Negative Vote with reason, Minor Type.  Use this when the comment needs to be resolved, but is not as significant as a negative major.

Affirmative Votes:

3. (A-S) Affirmative Vote with Comment - Suggestion.  Use this if the committee is to consider a suggestion such as additional background information or justification for a particular solution.

4. (A-T) Affirmative Vote with Comment - Typo.  If the material contains a typo such as misspelled words, enter A-T.

5. (A-Q) Affirmative Vote with Question. 

6. (A-C) Affirmative Vote with Comment.

				Existing Wording		Copy and Paste from ballot materials.

				Proposed Wording		Denote desired changes.

				Comments		Reason for the Change.  In the case of proposed wording, a note indicating where the changes are in the proposed wording plus a reason would be beneficial for the committee reviewing the ballot.

				In Person Resolution Required?		Submitters can use this field to indicate that they would appreciate discussing particular comments in person during a Committee Meeting.  Co-Chairs can likewise mark this field to indicate comments they think should be discussed in person.  Please note that due to time constraints not all comments can be reviewed at WGMs.

				Committee Resolution (sections in turquoise)

				Comment Grouping		This is a free text field that committees can use to track similar or identical ballot comments.  For example,  if a committee receives 10 identical or similar ballot comments the committee can place a code (e.g. C1) in this column beside each of the 10 ballot comments.  The committee can then apply the sort filter to view all of the similar ballot comments at the same time.

				Disposition		The instructions for selecting dispositions were too large for this section and have been moved to the worksheet titled "Instructions Cont.."

				Withdraw
(Negative Ballots
Only)		Withdraw
This code is used when the submitter agrees to "Withdraw" the negative line item.  The Process Improvement Committee is working with HL7 Headquarters to clarify the documentation on 'Withdraw" in the HL7 Inc. Bylaws and Policies and Procedures.  To help balloters and co-chairs understand the use of "Withdraw", the following example scenarios have been included as examples of when "Withdraw" might be used: 1) the TC has agreed to make the requested change, 2) the TC has agreed to make the requested change, but with modification; 3) the TC has found the requested change to be persuasive but out-of scope for the particular ballot cycle and encourages the ballotter to submit the change for the next release; 4) the TC has found the requested change to be non-persuasive and has convinced the submitter.  If the negative ballotter agrees to "Withdraw" a negative line item it must be recorded in the ballot spreadsheet. 

The intent of this field is to help manage negative line items, but the TC may elect to manage affirmative suggestions and typos using this field if they so desire.

This field may be populated based on the ballotter's verbal statement in a WGM, in a teleconference or 
in a private conversation with a TC co-chair. The intention will be documented in minutes as appropriate 
and on this ballot spreadsheet. The entry must be dated if it occurs outside of a WGM or after the 
conclusion of WGM.

The field will be left unpopulated if the ballotter elects to not withdraw or retract the negative line item.

Note that a ballotter often withdraws a line item before a change is actually applied. The TC is obliged 
to do a cross check of the Disposition field with the Change Applied field to ensure that they have 
finished dealing with the line item appropriately. 

Retract
The ballotter has been convinced by the committee to retract their ballot item.  This may be due to a 
decision to make the change in a future version or a misunderstanding about the content. 

NOTE:  If the line item was previously referred, but withdrawn or retracted once the line item is dealt with 
in the subsequent committee update the disposition as appropriate when the line item is resolved.

				Disposition Committee		If the Disposition is "Refer", then select the committee that is ultimately responsible for resolving the ballot comment.  Otherwise, leave the column blank.  If the Disposition is "Pending" for action by another committee, select the appropriate committee.

				Disposition Comment		Enter a reason for the disposition as well as the context.  Some examples from the CQ committee include:
20030910 CQ WGM: The request has been found Not Persuasive because....
20031117 CQ Telecon: The group agreed to the proposed wording.
20031117 CQ Telecon: Editor recommends that proposed wording be accepted.

				Responsible Person		Identifies a specific person in the committee (or disposition committee) that will ensure that any accepted changes are applied to subsequent materials published by the committee (e.g. updating storyboards, updating DMIMs, etc.).

				For, Against, Abstain		In the event votes are taken to aid in your line item resolutions, there are three columns available for the number of each type of vote possible, for the proposed resolution, against it or abstain from the vote.

				Change Applied		A Y/N indicator to be used by the committee chairs to indicate if the Responsible Person has indeed made the proposed change and submitted updated materials to the committee.

				Substantive Change		A Y/N indicator to be used by the committee chairs to indicate if the line item is a substantive change. 
NOTE:  This is a placeholder in V3 pending definition of substantive change by the ARB.

				Submitted By		This column is auto filled from the Submitter Worksheet.  It is used to refer back to the submitter for a given line item when all the ballot line items are combined into a single spreadsheet or database.  For Organization and Benefactor members,  the designated contact must be one of your registered voters  to conform with ANSI guidelines.

				Organization		This column is auto filled from the Submitter Worksheet.  Submitter's should enter the name of the organization that they represent with respect to voting if different from the organization that they are employed by.  It is used to link the submitter's name with the organization they are voting on behalf of for a given line item when all the ballot line items are combined into a single spreadsheet or database.

				On Behalf Of		This column is autofilled from the Submitter Worksheet.  It is used to track the original submitter of the line item.  Many International Affiliates, Organizational, and Benefactor balloters pool comments from a variety of reviewers, which can be tracked using this column.

				On Behalf Of Email		This column is autofilled from the Submitter Worksheet.  It is used to track the email address of the original submitter of the line item.  Many International Affiliates, Organizational, and Benefactor balloters pool comments from a variety of reviewers, which can be tracked using this column.

				Submitter Tracking ID #		Internal identifier (internal to the organization submitting the ballot).  This should be a meaningful number to the organization that allows them to track comments.  This can be something as simple as the reviewer’s initials followed by a number for each comment, i.e. JD-1, or even more complex such as ‘001XXhsJul03’ where ‘001’ is the unique item number, ‘XX’ is the reviewer's initials, ‘hs’ is the company initials, and ‘Jul03’ is the date the ballot was released. If additional rows are added, please do so after the last row in the ballot spreadsheet and ensure that the sequential numbers are maintained.

				Referred To		Use this column to indicate the committee to which you have referred this ballot comment to.

				Received From		Use this column to indicate the committee to which you have received this ballot comment from.

				Notes		This is a free text field that committees can use to add comments regarding the current status of referred or received item.
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Return to Ballot

The instructions for selecting dispositions were too large for this section and have been moved to the worksheet titled "Instructions Cont.."



Instructions Cont..

		Ballot instructions continued...																		Back to ballot				Back to instructions
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For the column titled "Disposition" please select one of the following:

Applicable to All Ballot Comments (Affirmative and Negative)
1. Persuasive.  The committee has accepted the ballot comment as submitted and will make the appropriate change in the next ballot cycle.  At this point the comment is considered withdrawn and the corresponding cell from the column titled ‘Withdrawn’ should be marked appropriately.  Section 14.06.03.04 of the HL7 Bylaws states that if a ballot comment is to be withdrawn that there must be “…agreement without objection that the negative vote is persuasive” and therefore TCs must take a vote to accept the comment as persuasive.
  
2. Persuasive with Mod.  The committee believes the ballot comment has merit, but has changed the proposed solution given by the voter.  Example scenarios include, but are not limited to;
-The TC has accepted the intent of the ballot comment, but has changed the proposed solution 
-The TC has accepted part of the ballot comment, and will make a change to the standard; the other part is not persuasive 
-The TC has accepted part of the ballot comment, and will make a change to the standard; the other part may be persuasive but is out of scope 
The standard will be changed accordingly in the next ballot cycle. The nature of, or reason for, the modification is reflected in the Disposition Comments. At this point the comment is considered withdrawn and the corresponding cell from the column titled ‘Withdrawn’ should be marked appropriately.  Section 14.06.03.04 of the HL7 Bylaws states that if a ballot comment is to be withdrawn that there must be “…agreement without objection that the negative vote is persuasive” and therefore TCs must take a vote to accept the comment as persuasive.
  
3. Not Persuasive.  The committee does not believe the ballot comment has merit or is unclear.  Section 14.06.03.03 of the HL7 Bylaws states that “A motion or ballot to declare a negative response ‘not persuasive,’ requires an affirmative vote of at least two-thirds of the combined affirmative and negative votes cast by the Technical Committee members on the action for approval.” A change will not be made to the standard or proposed standard. The committee must indicate a specific reason why the ballot comment is rejected in the Disposition Comments.  The ballot submitter has the option to appeal this decision following HL7 procedures as defined in section 15.10 of the HL7 Bylaws.  
Example scenarios include, but are not limited to;
-  the submitter has provided a recommendation or comment that the committee does not feel is valid
-  the submitter has not provided a recommendation/solution; the submitter is encouraged to submit a proposal for a future ballot 
-  the recommendation/solution provided by the submitter is not clear; the submitter is encouraged to submit a proposal for a future ballot 

  
4. Not Related.  The TC has determined that the ballot comment is not relevant to the domain at this point in the ballot cycle.  Section 14.06.03.02 of the HL7 Bylaws states that “A motion or ballot to declare a negative response ‘not related’ to the item being balloted requires an affirmative vote of at least two-thirds of the combined affirmative and negative votes cast by the Technical Committee members on the action for approval.”  Example scenarios include, but are not limited to;
- the submitter is commenting on a portion of the standard, or proposed standard, that is not part of the current ballot 
- the submitter's comments may be persuasive but beyond what can be accomplished at this point in the ballot cycle without creating potential controversy. 
- the submitter is commenting on something that is not part of the domain 

5.  Referred and Tracked.  This should be used in circumstances when a comment was submitted to your TC in error and should have been submitted to another TC.  If you use this disposition you should also select the name of the TC you referred the comment to under the Column "Referred To".  

6.  Pending Input from Submitter.  This should be used when the TC has read the comment but didn't quite understand it or needs to get more input from the submitter.  By selecting "Pending Input from Submitter" the TC can track and sort their dispositions more accurately.

7. Pending Input from other Committee.  The TC has determined that they cannot give the comment a disposition with out further input or a final decision from another Committee.  This should be used for comments that do belong to your TC but you require a  decision from another Committee such as ARB or MnM.
  
Applicable only to Affirmative Ballot Comments
8. Considered for future use.  The TC, or a representative of the TC (editor or task force), has reviewed the item and has determined that no change will be made to the standard at this point in time. This is in keeping with ANSI requirements. The reviewer should comment on the result of the ballot comment consideration.  An Example comment is included here:
-  the suggestion is persuasive, but outside the scope of the ballot cycle; the submitter is encouraged to submit a proposal to the committee using the agreed upon procedures. 

9. Considered-Question answered.  The TC, or a representative of the TC (editor or task force), has reviewed the item and has answered the question posed.  In so doing, the TC has determined that no change will be made to the standard at this point in time. This is in keeping with ANSI requirements.

10. Considered-No action required. Occasionally people will submit an affirmative comment that does not require an action.  For example, some TC's have received comments of praise for a job well done.  This comment doesn't require any further action on the TC's part, other than to keep up the good work.

Back to ballot

Back to instructions



Format Guidelines
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Note on entering large bodies of text:
------------------------------------------------------------------
When entering a large body of text in an Excel spreadsheet cell:

1)  The cell is pre-set to word wrap

2)  You can expand the column if you would like to see more of the available data

3)  There is a limit to the amount of text you can enter into a "comment" text column so keep things brief.  
      -For verbose text, we recommend a separate word document; reference the file name here and include it (zipped) with your ballot.

4)  To include a paragraph space in your lengthly text, use Alt + Enter on your keyboard.

5) To create "bullets", simply use a dash "-" space for each item you want to
"bullet" and use two paragraph marks between them (Alt + Enter as described
above).
------------------------------------------------------------------



Co-Chair Guidelines
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Note:  This section is a placeholder for Q&A/Helpful Hints for ballot resolution.  (These notes are from Cleveland Co-Chair meeting; needs to be edited, or replaced by use cases)

Marked ballots
Issue For second and subsequent membership ballots HL7 ballots only the substantive changes that were added since the last ballot, with the instructions that ballots returned on unmarked items will be found “not related”.  How do you handle obvious errors that were not marked, for example, the address for an external reference (e.g. DICOM) is incorrect?  
Response You can correct the obvious typographical errors as long as it is not a substantive change, even if it is unmarked.  We recommend conservation interpretation of “obvious error” as you do not want to make a change that will questioned, or perceived to show favoritism.  If you are unclear if the item is an “obvious error” consult the TSC Chair or ARB.  
Comment With the progression of ballots from Committee - > Membership the closer you get to final member ballot, the more conservative you should be in adding content.  In the early stages of committee ballot, it may be acceptable to adding new content (if endorsed by the committee) as wider audiences will review/critique in membership ballot.  The Bylaws require two levels of ballot for new content (refer to Section 14.01).  Exceptions must approved by the TSC Char.

Non-persuasive
Issue Use with discretion· Attempt to contact the voter before you declare their vote non-persuasive· Fixing a problem (e.g. typo) in effect makes the negative vote non-persuasive.· In all cases, the voter must be informed of the TC’s action.
Response The preferred outcome is for the voter to withdraw a negative ballot;  It is within a chair’s prerogative to declare an item non-persuasive.  However, it does not make sense to declare non-persuasive without attempting to contact the voter to discuss why you are declaring non-persuasive.  If you correct a typo, the item is no longer (in effect)  non-persuasive once you have adopted their recommended change, however the voter should then willingly withdraw their negative as you have made their suggestion correction..  In all cases, you must inform the voter.
Comment 


Non-related
Issue Use with discretion· Used, for example, if the ballot item is out of scope, e.g. on a marked ballot the voter has submitted a comment on an area not subject to vote.· Out of scope items
Response 
Comment 


Non-standard ballot responses are received
Issue The ballot spreadsheet allows invalid combination, such as negative typo.
Response Revise the ballot spreadsheets to support only the ANSI defined votes, plus “minor” and “major” negative as requested by the committees for use as a management tool.  Question will be removed.  Suggestion will be retained
Comment Separate Affirmative/Abstain and Negative ballots will be created.  Affirmative ballots will support:  naffirmativenaffirmative with commentnaffirmative with comment – typonaffirmative with comment – suggestionnabstainNegative ballots will support:nnegative with reason – majornnegative with reason – minorNote:  “major” “minor” need definition

Substantive changes must be noted in ballot reconciliation
Issue Who determines whether a ballot goes forward?
Response Substantive changes in a member ballot will result in a subsequent ballot.  These should be identified on the ballot reconciliation form.  (Refer to Bylaws 15.07.03).  The TSC Chair will determine whether the ballot goes forward to another member ballot, or back to committee ballot.
Comment · Co-chairs and Editors need a working knowledge of “substantive change” as defined on the Arb website.· 

What Reconciliation Documentation Should Be Retained?
Issue · By-Laws Section 14.04.01 states: “All comments accompanying affirmative ballots shall be considered by the Technical Committee.”  This means each line item must be reviewed.  You can use the disposition "considered" to mark affirmative comments that have been reviewed.  Committees are encouraged to include in the comment section what they thing of the affirmative comment and whether or not they think action should be taken, and by who.
Response · 
Comment 


How do you handle negatives without comment?
Issue How do you handle a negative ballot is submitted without comments?
Response The co-chair attempts to contact the voter, indicating “x” days to respond.  If there is no response, the vote becomes 'not persuasive' and the co-chair must notify the ballotter of this disposition.


Appeals
Issue How are appeals handled?
Response · Negative votes could be appealed to the TSC or Board· Affirmative votes cannot be appealed
Comment 

Some information is not being retained
Issue · The disposition of the line item as to whether or not a change request has been accepted needs to be retained. · The status of the line item as it pertains to whether or not the respondent has withdrawn the line item is a separate matter and needs to be recorded in the column titled "withdrawn'

Some information is not being retained
Issue By-Laws Section 14.04.01 states: “All comments accompanying affirmative ballots shall be considered by the Technical Committee.”· There is divided opinion as to whether or not Technical Committee’s need to review all line items in a ballot.· Should there be a statement on the reconciliation document noting what the TC decided?
Response  “. . .considered” does not mean the committee has to take a vote on each line item.  However, a record needs to be kept as to the disposition.  There are other ways to review, e.g. send to the committee for review offline, and then discuss in conference call.  The review could be asynchronous, then coordinated in a conference call. The ballot has to get to a level where the committee could vote on the item.  The committee might utilize a triage process to manage line items. 
Comment Action Item:  Add to the ballot spreadsheet a checkoff  for “considered; this would not require, but does not prohibit,  documentation of the relative discussion.

Withdrawing Negatives
To withdraw a negative ballot or vote, HQ must be formally notified. Typically, the ballotter notifies HQ in writing of this intent. If, however, the ballotter has verbally expressed the intention to withdraw the entire negative ballot in the TC meeting, this intent must be documented in the minutes. The meeting minutes can then be sent via e-mail to the negative voter with a note indicating that this is confirmation that he/she withdrew their negative as stated in the attached meeting minutes and that their vote will be considered withdrawn unless they respond otherwise within five (5) days.

The ballotter may also submit a written statement to the TC. The submitter's withdrawal must be documented and a copy retained by the co-chairs and a copy sent to HL7 HQ by email or fax. 

Two weeks (14 days) prior to the scheduled opening of the next ballot, the co-chairs must have shared the reconciliation package or disposition of the negative votes with the negative balloters.  The negative balloters then have 7 days to withdraw their negative vote.  If, 7 days prior to the scheduled opening of the next ballot the negative vote is not withdrawn, it will go out
with the subsequent ballot as an outstanding negative.


Changes applied are not mapped to a specific response
Issue Changes are sometimes applied to the standard that are not mapped directly to a specific ballot response , due to editing requirements
Response:  A column to record substantive changes and to track whether the change has been applied was added.

Asking for negative vote withdrawal:
Please include the unique ballot ID in all requests to ballot submitters.  E.g. if asking a ballot submitter to withdraw a negative please use the ballot ID to reference the ballot.


The following sections contain known outstanding issues.  These have not been resolved because they require a 'ruling' on interpretations of the Bylaws and the Policies and Procedures as well as updating of those documents.  If you ever in doubt on how to proceed on an item, take a proposal for a method of action, then take a vote on that proposal of action and record it in the spreadsheet and in the minutes.  

Tracking duplicate ballot issues is a challenge
Issue Multiple voters submit the same ballot item.
Response While items may be “combined” for purposes of committee review, each ballot must be responded to independently.
Comment 


Editorial license
Issue There is divided opinion as to the boundaries of "editorial license".
Response 
Comment 


Divided opinion on what requires a vote
Issue 
Response · Do all negative line items require inspection/vote of the TC? – Yes, but you can group· Do all substantive line items require inspection/vote of the TC? Yes· How should non-substantive changes be evaluated for potential controversy that would require inspection and vote of the TC? Prerogative of Chair, if so empowered
Comment 


Ballet Reconciliation Process Suggestion
Issue It might be useful to map the proposed change to the ARB Substantive Change document. This would involve encoding the ARB document and making allowances for “Guideline Not Found”.
Response ARB is updating their Substantive Change document; this process might elicit additional changes.
Comment Action Item? This would require an additional column on the spreadsheet

How are line item dispositions handled?
Issue Line items are not handled consistently
Response · A Withdrawn negative is counted as an affirmative (this is preferable to non-persuasive.)· A Not related remains negative in the ballot pool for quorum purposes, but does not impede the ballot, e.g. it does not count as a negative in the 90% rule.· A Not persuasive remains negative in the ballot pool for quorum purposes, but does not impede the ballot, e.g. it does not count as a negative in the 90% rule.· Every negative needs a response; not every negative needs to be “I agree with your proposed change.”   The goal is to get enough negatives resolved in order to get the ballot to pass, while producing a quality standard.
Comment 

How should negative line items in an “Affirmative Ballot” be handled?
Issue Affirmative Ballots are received that contained negative line items.  The current practice is to err on the side of caution and treat the negative line item as a true negative (i.e. negative ballot).
Response · If a member votes “Affirm with Negative line item” the negative line item is treated as a comment but the ballot overall is affirmative.· Action Item:  This must be added to the Ballot Instruction
Comment Revising the ballot spreadsheet to eliminate invalid responses will minimize this issue. Note on the ballot spread

Difference Between Withdraw and Retract
If a ballot submitter offers to withdraw the negative line item the ‘negative’ still counts towards the total number of affirmative and negative votes received for the ballot (as it currently seems to state in the bylaws).  If the submitter offers to retract their negative then it does not count towards the overall affirmative and negative votes received for the ballot.



CodeReference

		Ballot Committee Code		Ballot Committee Name		Ballot Code Name		Meaning		Type of Document

		CQ		Control/Query		CT		Version 3: (CMET) Common Message Elements, Release 1, 2, 3		Domain

						XML-ITS DataTypes		Version 3: XML Implementation Technology Specification - Data Types, Release 1		Foundation

						XML-ITS Structures		Version 3: XML Implementation Technology Specification - Structures, Release 1		Foundation

						Datatypes Abstract		Version 3: Data Types - Abstract Specification, Release 1		Foundation

						MT		Version 3: Shared Messages, Release 1, 2		Domain

						TRANSPORT		Version 3: Transport Protocols		Foundations

						UML-ITS DataTypes		Version 3: UML Implementation Technology Specification - Data Types, Release 1		Foundation

						CI, AI, QI		Version 3: Infrastructure Management, Release 1		Domains

						MI		Version 3: Master File/Registry Infrastructure, Release 1		Domain

		FM		Financial Management		AB		Version 3: Accounting and Billing, Release 1		Domain

						CR		Version 3: Claims and Reimbursement, Release 1, 2, 3		Domain

		M and M		Modelling and Methodology		RIM		Version 3: Reference Information Model		Foundation

						Refinement		Version 3: Refinement, Extensibility and Conformance, Release 1, 2		Foundation

		MedRec		Medical Records		MR		Version 3: Medical Records, Release 1		Domain

		OO		Orders and Observations		LB		Version 3: Laboratory, Release 1		Domain

						OO		Version 3: Orders and Observations, Release 1		Domain

						RX		Version 3: Pharmacy, Release 1		Domain

						BB		Version 3: Blood Bank, Release 1		Domain

						ME		Version 3: Medication, Release 1		Domain

		PA		Patient Administration		PA		Version 3: Patient Administration, Release 1, 2		Domain

		PC		Patient Care		PC		Version 3: Patient Care, Release 1		Domain

		Publishing		Publishing		V3 Help Guide (ref)		Version 3: Guide		Reference

						Backbone (ref)		Version 3: Backbone		Reference

		RCRIM		Regulated Clinical Research Information Management		RR		Version 3: Public Health Reporting, Release 1		Domain

						RT		Version 3: Regulated Studies, Release 1		Domain

		Sched		Scheduling		SC		Version 3: Scheduling, Release 1, 2		Domain

		Vocab		Vocabulary		Vocabulary (ref)		Version 3: Vocabulary		Foundation

						Glossary (ref)		Version 3: Glossary		Reference

		ARB		Architectural Review Board

		CCOW		Clinical Context Object Workgroup

		CDS		Clinical Decision Support

		StructDocs		Structured Documents

		PM		Personnel Management		PM

		Ed		Education





Setup

		This page reserved for HL7 HQ.  DO NOT EDIT.

				Affirmative		Negative

		If you submit an overall affirmative vote, please make sure you have not included negative line items on the Ballot worksheet

		Please be sure that your overall negative vote has supporting negative comments with explanations on the Ballot worksheet

		You have indicated that you will be attending the Working Group Meeting and that you would like to discuss at least one of your comments with the responsible Committee during that time.  Please note that due to time constraints not all comments can be reviewed at WGMs and that it is your responsibility to find out when this ballot comment can be scheduled for discussion.

		Yes		No

		Persuasive		Persuasive with mod		Not persuasive		Not persuasive with mod		Not related		Considered for future use		Answered		Considered-No action required		Considered-Question Answered		Refered and tracked		Pending input from submitter		Pending decision from other Committee

		HD

		AR

		RM

		IN

		TE

		MT

		DM

		ST

		??

												ARB,Attach,Cardio,CBCC,CCOW,CDS,CG,Clinical Statement,Conform,Ed,EHR,FM,II,Implementation,InM,ITS,Lab,M and M,M and M/ CMETs,M and M/ Templates,M and M/ Tooling,MedRec,OO,PA,PC,PHER,PM,PS,PSC,Publishing,RCRIM,RX,Sched,Security,SOA,StructDocs,Vocab
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HL7 Regulated Clinical Research Information Management (RCRIM) 


Decision-making Practices Document, Version 1.4.1



This Document defines the decision-making practices of the Health Level Seven (HL7) Regulated Clinical Research Information Management (RCRIM) Technical Committee.  RCRIM will lead by example, and will adhere to a set of decision-making practices that ensure consensus, openness, and balance of interest
.  Furthermore, the practices as outlined in this document are designed to enable a timely decision-making process, balanced with an earnest attempt to ensure that all topics are properly vetted and that input from all affected parties is considered.  The Decision-making practices are intended to govern the standard operating procedures of the committee and are not intended to conflict with rules governing ballot procedure as defined by the American National Standards Institute (ANSI) and the HL7 Bylaws and Policies and Procedures. 


1. Committee meetings are open to all interested parties including but not limited to members of HL7, HL7 affiliates, and guests of HL7 as referenced in the HL7 Bylaws – Article 3.02.


Meetings of the committee are open to everyone to ensure that viewpoints of all affected parties have an opportunity to be shared and considered.  Everyone is given an opportunity to speak; however, the chair may limit discussion on topics deemed to be non-constructive.  Depending on the purpose or mode of the meeting certain participants are expected to attend.  Other HL7 members may be asked to attend to provide specific input regarding a particular issue.  The following list identifies expected participation by meeting type.  All committee meetings are open; this list simply identifies the anticipated participants.


· Scheduled Periodic conference call meetings are attended by persons registered on the committee list server.


· Committee Meetings during Working Group Meetings are attended by any working group meeting attendee.  Participants are asked to introduce themselves and identify the nature of their affiliation with HL7.

2. Venues of Notification.


All activities will be conducted in a public light with efforts made to ensure ample notification of those interested.  The Committee shall utilize two key venues to notify the interested membership of its activities:  the committee’s listserv and the committee’s website.  Project Team wiki’s, listserv’s, and websites are not recognized venues for RCRIM committee related notification.

To satisfy any notification requirements dictates that relevant announcements/materials/etc. be posted to both the listserv and the website.  Specific notification constraints are enumerated within the relevant sections of this document.  


Minutes, agendas, and action items will be posted under the “Minutes” section of the RCRIM committee website. The naming convention is:  CCYY-MM-DD RCRIM <Venue, e.g. WG or Call (Agenda, Minutes, etc.)> <City (for WG)>, for example, "2004-01-22 PIC WG Agenda San Diego" or "2004-01-05 PIC Call Minutes".

Any use of the terms post, posted, or posting refers to notification subject to these constraints.


3. Notification of meetings and the intended agenda is provided prior to the meeting.


Binding decisions can be made only at meetings with the required advance notification; only recommendations and non-binding decisions can be made at special purpose meetings.


The chairs of the committee shall make every attempt to ensure that all parties with an interest in agenda topics are made aware of the meeting time and location subject to the documented notification requirements.  As appropriate, committee activities will be cross-posted to other HL7 lists, depending upon the topic and type of meeting as indicated in the following list.  Certain meetings are subject to Bylaws guidelines for notification.  Please refer to the Bylaws for additional information.


· Working group meeting agendas are posted in the meeting brochure.  A preliminary agenda is developed by Thursday of the prior working-group meeting and posted with the minutes within 2 weeks.  The preliminary agenda is finalized on the weekly conference call two weeks prior to the working group meeting and posted within 2 business days.  Recognizing the dynamic nature of working group meetings, the agenda may require updates.  Notification will be satisfied so long as at least two of the following venues are used:


· E-mail notification by 6:00 pm local time the evening before the event

· Notification on the bulletin board (near the registration desk) at least 2 quarters prior to the event

· Announcement in the general session or lunch session prior to the event

· Scheduled periodic telephone conference call agendas are to be posted by close-of-business 1 business day prior to a call.  Preliminary agendas are to be determined at the close of each teleconference.


· Should RCRIM require action between scheduled meetings there are two alternatives.  First, a Special Purpose Meeting can be called as defined in the Bylaws (Section 11.04), which requires 30 days notice.  Alternatively, issues may be discussed as an informal group, bringing forward recommendations to the list or as a discussion topic for the next regularly scheduled committee meeting.   Recommendations by the informal group are not binding decisions until acted upon by the committee. 


· Project proposals or other matters requiring formal decisions require two weeks advanced notice so that all interested parties can plan on participating in the discussion and decision vote. This provides ample opportunity to support or oppose proposals under consideration.

· Any materials that a presenter is planning on using to support a discussion (slides, draft documents, diagrams, etc.) must be posted far enough in advance to allow adequate time for review prior to regular periodic telephone conference calls or special meetings, and not less than one week in advance of a Working Group meeting.  This will provide members with the opportunity to study supportive materials in preparation for a topic discussion. This applies to materials above and beyond the normal ballot package. 


4. Decisions made at committee meetings are recorded in meeting minutes and posted.


Minutes are recorded and posted for all committee meetings including the date, time, and location of the meeting, a list of attendees, the intended agenda, a brief summary of discussion topics, and the outcome of proposals made (including vote tallies if votes were taken). 


Minutes from a working group meeting will be posted no later than 2 weeks after the last day of the conference and in compliance with HQ deadlines; minutes from a conference call will be posted within one week of the call. 

5. Decisions made at non-working group meetings (conference calls and special purpose meetings) are summarized during the next working group meeting. 

In the interest of facilitating good communication among the committee members, those decisions that were made between working group meetings will be summarized and available at working group meetings.  This communication will contain, at a minimum, an abbreviated summary of the issues involved and the decisions made by the committee.  Any committee decisions are subject to the practices documented elsewhere in this paper.

6. Quorum for committee meetings require that a co-chair and at least 10 members be present, where no single organization or party represents more than a simple majority of the voting committee membership for that meeting.  (“Preponderance of Influence”). 

Attendance for all meetings is recorded in the meeting minutes, including the participant name and the organization (or organizations) they are representing.  The presiding chair for the meeting is responsible for ensuring minutes are taken and posted.  Guests are welcome to participate in the work of the committee and are recognized as either guests of HL7, e.g, not a member of HL7, or guests of RCRIM, e.g. a member of HL7 but not a declared member of the RCRIM.   In keeping with ANSI openness policies guests may declare their intent to vote or abstain on any voting matter.


To ensure balanced committee decision-making, no single organization or party may wield a ”Preponderance of Influence” upon the committee. This is defined as having one organization or party with more than 50 percent of the voting committee.  To achieve alignment with the HL7 balloting process, an organization or party is defined as a provider, vendor, payer, consultant, government group, research institute or regulated product manufacturer. For RCRIM, this will be enforced as a standing rule.  If a committee member believes that committee decisions are being negatively impacted, they may “Invoke the Preponderance of Influence Clause” requiring the chair to bring the voting membership into compliance with this 50% rule.

The presiding chair may cast a vote in exactly two circumstances.  First, the presiding chair may vote in the event of a tie.  Second, the presiding chair may vote as a regular committee member when that vote corrects potential balance-of-interest concerns within the committee (for instance, if 12 members are present, one of whom is the presiding chair and six others of whom are with the same organization.  In this circumstance, the chair’s vote removes the majority vote of the over-represented organization and thus brings the committee into balance).


In all circumstances, the committee can have no more than one presiding co-chair, with any other committee co-chairs acting as regular voting members when not presiding.  Note that the presiding chair can change within the course of a given session so long as a public statement recognizing the shift of control is made.


Although any issue may be discussed within committee meeting venues at any time, binding actions cannot be taken without sufficient notification and quorum.  Absence of either of these conditions allows the committee to issue recommendations that must subsequently be ratified by the Committee subject to satisfying constraints placed upon binding decisions.

7. Decisions made by the committee are reached using a simple majority vote.
  The RCRIM will always strive for consensus in decision-making.

While decisions are made by simple majority vote, the Committee shall endeavor to make its decisions via a consensus process.  For a decision to be called a consensus, it must receive two-thirds (67%) of the total number of positive and negative votes cast. Therefore, abstaining from a vote will equate to an individual not being present for the vote. While determining if consensus is being reached, a variety of techniques may be used informally to assess the position of the group, including but not limited to straw poll, Robert’s Rules of Order, seeking response to a hypothetical opposing view, and polling each participant to voice their position on the issue.  

When formal votes are taken the chair will explain the eligibility for voting.  Registered RCRIM members shall always receive a vote in keeping with ANSI openness rules.  In support of this openness, any participant concerned that a given organization has undue representation or influence within a session of the committee may invoke the “Preponderance of Influence” clause (see #6).  This invocation is non-debatable.  For non-binding decisions only, all meeting participants may have the opportunity to vote at the discretion of the presiding chair.


It is recognized that revisiting previously made decisions inhibits committee progress and should be discouraged.  That said, circumstances might exist that warrant re-opening of discussion on a previously visited issue.  To dissuade this practice, such re-opening requires a formal motion, second, and simple majority affirmative vote of the committee as subject to the quorum rules in this document, however, in order for the decision to be considered binding, advance notification (as defined in this document) is required.


8. The RCRIM Technical Committee does not recognize voting by proxy. 

There is ample opportunity to support or oppose proposals under consideration through meetings, email and conference calls. If a member feels strongly enough about a particular topic to want consideration by RCRIM, that member shall make every effort to be present for discussion on the topic to be considered. The chair will be sensitive and considerate in attempting to accommodate schedules to ensure the members can be represented at the appropriate venue. 

9. The RCRIM Technical Committee does recognize absentee voting in advance of a formal decision.


The committee will allow for circumstances preventing a member’s good faith effort to attend and participate in a formal decision. To address this situation, the committee will allow a member to vote in advance of a formal decision by making their position known to the committee via the ListServ and with confirmation to one of the Co Chairs prior to a decision.

10. The Committee shall rely upon Roberts Rules of Order in the event that formal guidance is needed or requested.   


The committee intends to ensure the effective and active engagement of all participants.  To ensure fair and just participation, the committee shall follow its documented decision-making practices, falling-back upon Roberts Rules of Order in the event of a question or concern.  Since Robert’s Rules of Order provides formalism for addressing almost all matters of process, this provides a “backup mechanism” of formality in the event that it is required.  


It is the responsibility of the presiding chair to guide the committee to an efficient and effective outcome.  The committee shall follow, in this order of precedence, these Decision-making Practices (which cannot conflict with HL7 Policies and Procedures or the HL7 Bylaws), HL7 Policies and Procedures, the HL7 Bylaws, and Roberts Rules of Order.  Committee-established decision-making practices can refine the HL7 Policies and Procedures and Bylaws so long as they remain in accordance with those documents.


In the event that an issue arises where formality is required and other guidance exists, Robert’s Rules of Order shall take precedence.  This provides a “common denominator” to keep in-check the power of the presiding chair and to confirm the rights of all committee participants and members.


11. RCRIM Co-Chairs will rotate the responsibility of representing RCRIM interests at Domain Expert Steering Division (DE-SD) meetings 


RCRIM Co-Chairs have the voting authority to represent RCRIM Technical Committee interests within the Domain Expert Steering Division meetings. To carry out this responsibility, the RCRIM Co-Chairs will develop a method of rotation ensuring that they equally share the responsibility of representing RCRIM interests at all Domain Expert Steering Division meetings.


		Document Revision History



		Version Number

		Adoption Date

		Purpose



		1.0

		4 May 2004

		Initial Document - NOTE: Since RCRIM did not adapt the generic Decision-making Practices document by the close of the May 2004 Working Group Meeting, the Generic Decision Making Document – reproduced below, with changes only to identify this as the document for RCRIM – is in effect until such time as RCRIM produces its own version.  In addition, RCRIM specifically voted during the May 2004 Working Group Meeting to abide by the practices in the generic document until an RCRIM version is produced






		1.1




		Not Adopted

		This document was modified in January, 2008 to address the one vote per technical committee requirement at the Domain Expert Steering Division (DE-SD) meetings, clarify notification for decision-making, and clarify how a quorum is established.






		1.2

		Not Adopted

		The document was modified per initial discussion at the RCRIM TC meetings in San Antonio, Texas on January 15, 2008. Changes to the document focused on defining the notification process, the definition of a quorum, the method of determining a simple majority in voting, clarification of proxy and absentee voting, and the approach to voting at the Domain Expert Steering Division meetings.



		1.3

		Not Adopted

		The document was further modified per discussions at the RCRIM TC meetings in San Antonio, Texas on January 17, 2008. Changes focused primarily on the definition of a quorum, the definition of interest groups, the method of confirmation for absentee voting, and the method of Co-Chair representation at Domain Expert Steering Division meetings.



		1.4

		March 4, 2008

		Final revisions to statement 6 addressing quorum and preponderance of influence.



		1.4.1

		April 14, 2008

		Addition of “research institute” within the definition of an organization or party (Preponderance of influence; Statement number 6). Committee agreement to accept version 1.4 with this one last change.

















� When related to decision making and ballot procedures.  Refer to Bylaws for additional information on balance of interest.



� A binding decision refers to any decision made by the committee that establishes a practice, formal recommendation, or formal action by the committee (e.g., creating a new program, rendering guidance, etc.).  



� Committees may choose to make more restrictive the thresholds on this, so long as those practices are agreed upon, voted by the committee, and documented in their practices.  For instance, a committee may choose to require a two-thirds vote to revisit a previously discussed issue.



� Committees may choose to make more restrictive the thresholds on this, so long as those practices are agreed upon and voted by the committee and documented in their practices.
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HL7 <WorkGroupName>


Decision-making Practices Document (DMP), Version [3]


V3.0 Adopted 99/99/9999




Note:


· These Decision-making Practices are primarily written from the point of view of a Work Group with an open membership. However, there are specific sections where alternate language has been added that have been identified as appropriate for a committee with a set membership (e.g.  a committee, council or steering division). Adoption of this template should include the removal of the inappropriate alternate language. 


· In several instances the Process Improvement Committee (PIC) recommends precise tailoring to your Work Group, and may suggest alternatives.  These are denoted in brackets [ ].


Instructions:


· Find/replace <WorkGroupName> with the appropriate Work Group name


· Find/replace <WorkGroupAcronym> with the appropriate acronym for the Work Group.


· Update as appropriate, e.g. …reporting to the <SteeringDivisionName>.


· All Work Groups and Board Appointed Committees/Councils are expected to adapt these generic Decision-making Practices for their Work Group by the close of the January 2011 Working Group Meeting.  If a Work Group is unable to meet this deadline, they may complete their own Decision-making Practices document at a later date, but the Generic Decision-making Practices document shall apply in the interim.
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1 Introduction


Each Work Group must submit their Decision-making Practices document to PIC co-chairs (see list at http://www.hl7.org/Special/committees/pi/leadership.cfm) and the HL7 webmaster (webmaster@HL7.org) upon completion.  Additionally, the Decision-making Practices document should be posted to your HL7 web page under the “Documents and Presentations” section.

a) This document defines the decision-making practices of the Health Level Seven (HL7) <WorkGroupName> (<WorkGroupAcronym>).  <WorkGroupAcronym> will adhere to a set of decision-making practices that ensure consensus, openness, and balance of interest.  

i. Balance of interest is related to ballot procedures; refer to the Governance and Operations Manual, or GOM (Section 14.03.03) for additional information on ballots and balance of interest.


b) The practices as outlined in this document are designed to enable timely decision-making balanced with an earnest attempt to ensure that input from all affected parties is considered.  The decision-making practices are intended to govern the standard operating procedures of the HL7 Work Groups and Committees and  not intended to conflict with rules governing ballot procedure as defined by ANSI and the HL7 Governance and Operations Manual (GOM). 


c) In the event of joint meetings, the DMP of the host Work Group shall be the governing document.

2 Open Meetings


d) Work Group meetings and conference calls are open to all interested parties.

e) The purpose of these Work Group meetings and calls is to transact business including the resolution of design and implementation issues related to the Work Group’s area of responsibility and to make decisions relevant to the Work Group's business.


f) Meetings of the Work Group are open to everyone to ensure that viewpoints of all affected parties have an opportunity to be shared and considered.  Everyone will be given an opportunity to speak; however, the chair may limit discussion on topics deemed to be non-constructive.  

g) Depending on the purpose or mode of the meeting certain participants are expected to attend.  

h) Other HL7 members may be asked to attend to provide specific input regarding a particular issue.  

i) Guests (non HL7 members) are welcome to participate in the Work Group and are recognized as guests of HL7.  


j) In keeping with the ANSI policy on openness, Guests may participate on all matters related to the development of HL7 specifications. 

2.1 Working Group Meetings 


k) Meetings during Working Group Meetings (WGM) may be attended by any WGM registered attendee who wishes to participate.  


l) Participants should introduce themselves and identify the nature of their affiliation with HL7.


2.2 Scheduled Conference Calls 

m) Scheduled or periodic conference call meetings may be attended by persons registered on the Work Group list server.  

n) Persons not subscribed to the Work Group list may still attend, however, all meeting announcements, minutes, and other notices will be sent to the list and posted to the Work Group’s web page or wiki (see Section 3).  Therefore anyone expecting to participate is encouraged to join the list so that the Work Group can communicate with them.

3 Meeting Notifications

o) All activities shall be conducted in a public light with efforts made to ensure ample notification of those interested.  The Work Group shall utilize the following key mechanisms to notify interested parties of its activities

ii. Work Group’s listserv 

iii. Work Group's web page under http://www.hl7.org/Special/committees/index.cfm 


iv. Work Group's wiki page under http://www.hl7.org/permalink/?HL7Wiki. 

v. Satisfaction of minimal notification requirements dictates that relevant announcements and supporting materials are posted to both the listserv and the web or wiki page.  

p) The listserv (and/or wiki) will be used predominantly for discussion threads, notifications, and draft documents; whereas the web page will be used predominantly for final documents and document resources (decision documents, minutes, papers, etc.)  


q) Any use of the terms post, posted, or posting refers to notification, subject to these constraints.


NOTE:  For consistency across Work Groups, PIC recommends that minutes, agendas, and action items use the HL7 Work Group Meeting Minutes templates at http://www.hl7.org/permalink/?MinutesTemplate,  or http://www.hl7.org/permalink/?WikiMinutesTemplate,.  Approved minutes shall be posted under the “Minutes” section of the Work Group’s web page.  

The suggested naming convention is:  

· CCYY-MM-DD_<Work Group Acronym>_WGM_Agenda 


· CCYY-MM-DD_<Work Group Acronym>_WGM_Minutes 


· CCYY-MM-DD_<Work Group Acronym>_Call_Agenda


· CCYY-MM-DD_<Work Group Acronym>_Call_Minutes


Any other file posted by the Work Group should conform to this basic naming format.


3.1 Unscheduled Meetings 


r) Work Groups requiring face-to-face meetings between scheduled Working Group meetings or calls have two options:

vi. An 'Out of Cycle Meeting' can be convened as defined in HL7 Governance and Operations Manual (GOM §11.04), which requires 30 days notice.  


vii. The issues may be discussed in an informal group, bringing forward recommendations to the list or as a discussion topic for the next regularly scheduled Work Group meeting or conference call.   Recommendations brought forward by the informal group are not binding decisions until acted upon by the Work Group in regular session conforming to the notification requirements defined in Section 3. 

3.2 Meeting Agenda Notification Timing


s) Meeting notification and the proposed agenda are provided prior to the meeting.   

t) Binding decisions can be made only at meetings with the required advance notification where quorum is met; 

viii. A binding decision refers to any decision made by the committee that establishes a practice, formal recommendation, or formal action by the committee (e.g., creating a new program, rendering guidance, etc.).  

u) The co-chairs of the Work Group shall make every attempt to ensure that all parties with an interest in agenda topics are made aware of the meeting time and location subject to the documented notification requirements.  As appropriate, Work Group activities will be cross-posted to other HL7 lists, depending upon the topic and type of meeting as indicated in the following list.  The HL7 GOM stipulates that all face-to-face meetings require at least 30 days notice.

3.2.1 WGM Agendas 

v) WGM WG meeting schedules are posted in the meeting brochure; specific WG agendas are posted under work group meeting information at the HL7 wiki (wiki.hl7.org/index.php?title=WGM_information) 


w) A preliminary agenda is developed by the end of the prior WGM and posted with the minutes following the WGM (posting deadlines are established by HL7 Headquarters; typically 5-6 weeks after the WGM).  

x) The preliminary agenda is finalized at least two weeks prior to the WGM and posted within 2 business days or as required by HL7 Headquarters.


y) Recognizing the dynamic nature of the WGM, the agenda may require updates.  Notification will be satisfied so long as at least two of the following are used:


ix. E-mail notification by 6:00 pm local time the evening before the event


x. Notification on the bulletin board (near the registration desk) at least 2 quarters prior to the event


xi. Announcement during the general session or lunch session prior to the event


Include other forms of notification specific to your committee if applicable


3.2.2 Scheduled Conference Call Agendas 

z) Scheduled Conference Call Agendas shall be posted by close-of-business the 1 business day prior to a call.  

aa) Preliminary agendas for the next conference call are to be determined at the close of each teleconference.


4 Decision Publication


4.1 Meeting Minutes


ab) Minutes will be produced and published for all Working Group meetings and conference calls achieving quorum.


ac) The presiding co-chair of the meeting is responsible for ensuring that minutes are taken and posted.  


ad) Where quorum is not achieved, the production of minutes is at the discretion of the presiding co-chair.


ae) Minutes shall include, at a minimum, the following information:


xii. Date, time and location of the meeting/call


xiii. List of attendees including names and organizations


xiv. Identification of presiding chair (if the presiding chair changes during meeting this should also be noted.)

xv. Assertion of quorum (met or not met)


xvi. A summary of discussion topics and the outcome of proposals or motions made (including vote tallies if votes were taken)


af) Minutes shall be published on the the Work Group's webpage or the wiki as well as the Work Group's listserv and webpage/wiki. . 

ag) Minutes from a WGM shall be posted 2 weeks after the WGM; minutes from a conference call will be posted within one week of the call. 


4.2 Electronically Recording Meetings


a) The <WorkGroupAcronym> may decide that they wish to electronically record a meeting or workgroup event including audio or video recordings.


b) Electronic recordings of an event will not replace the minutes or the requirements for minutes as defined in Section 4

c) Prior to starting any electronic recording, the chair will explain the method and purpose of the recording and how the recording will be used and made available.


d) Prior to starting any electronic recording, the chair will seek approval from all attendees for the recording to occur and will note the acceptance by all attendees in the meeting minutes. 


5 Quorum Requirements 

ah) A quorum for committee meetings require that a co-chair and at least two other HL7 <WorkGroupAcronym> members be present, where no single organization or party represents more than a simple majority of the voting Work Group membership for that meeting.  

[NOTE:  The minimum number of attendees required for a quorum varies based on Work Group size, but is SHALL  be no less than two in addition to the co-chair. 

ai) A motion may be made, by any member, to defer major decisions even if quorum is met, particularly if key stakeholders are not present. 

5.1 Quorum Requirements – Closed Membership Committees


Insert section here to for quorum requirements for closed membership committees (e.g. Board, TSC, SD, IC)


The term "constituent" is used to indicate the number of votes in the committee. 


aj) A quorum for committee meetings to allow for decision making requires that a co-chair (or designate) and at least half of the voting members must be present. 

ak) A quorum for committee meetings to allow for direction setting requires that a co-chair (or designate) and at least one third of the voting members must be present. 

al) In both circumstances, the chair may be counted as the Co-chair representing his/her constituent in the event no other Co-chairs of that constituent are present.

5.2 Preponderance of Interest


[NOTE:  The following section is suggested.  Work Groups that routinely face controversial decisions that are influenced by organizational participation should consider rigid enforcement.  Those that do not should consider “only-as-needed” enforcement.]


am) To ensure balanced committee decision-making, no single organizational interest may wield a “Preponderance of Influence” within a Work Group.  

an) Preponderance of Influence is defined as having one organization representing more than 50 percent of the voting Work Group members in session.   

ao) This rule may be either stringently or loosely enforced, at the discretion of the presiding co-chair, given that the co-chair is not a member of the organization in question.  However, if a Work Group member believes that decisions are being significantly influenced, he may invoke the “Preponderance of Influence Clause” requiring the co-chair to bring the voting membership into compliance with this 50% rule. This invocation is non-debatable.

5.3 Presiding Chair Vote


ap) The presiding co-chair may cast a vote in only two circumstances:


xvii. The presiding co-chair may cast a tie-breaking vote.  

xviii. The presiding co-chair may vote when that vote corrects potential preponderance of influence concerns within the committee.  

a. For example: 5 members are present, one of whom is the presiding co-chair.  Two others are with the same organization; the co-chair’s vote removes the majority vote of the over-represented organization and thus brings the committee into balance.


aq) In all circumstances, the Work Group can have no more than one presiding co-chair, with any other committee co-chairs participating as regular members when not presiding.  

a. Note that the presiding co-chair can change within the course of a given session so long as a public statement recognizing the change is made.


ar) Although any issue may be discussed at any time, binding actions cannot be taken without sufficient notification (see Section 3) and quorum (see Section 5).  Absence of either of these conditions allows the committee to issue recommendations that must subsequently be ratified by the committee subject to satisfying constraints placed upon binding decisions.


as) No co-chair should preside over discussions or vote for which they could reasonably be perceived to have a material interest.

6 Decision Threshold Requirements


at) The <WorkGroupAcronym> will strive for consensus in decision-making; however, decisions of the Work Group are affirmed by simple majority.  

Workgroups may choose to make more restrictive the thresholds on this, so long as those practices are agreed upon, voted by the committee, and documented in their practices.  For instance, a workgroup may choose to require a two-thirds vote to revisit a previously discussed issue.


au) While decisions are affirmed by simple majority, the Work Group shall endeavor to make its decisions via a consensus process.  

av) Where a consensus decision is not reached the Work Group shall agree on a course of action to be followed in order that sufficient information to achieve consensus may be gathered. 

aw) To be called a consensus decision, it must receive two-thirds (66%) majority support.  A variety of informal techniques may be used to determine if consensus may be reached including, but not limited to, straw poll, Robert’s Rules of Order, seeking response to a hypothetical opposing view, and polling each participant to voice their position on the issue.  


ax) When a formal vote is taken, the co-chair will explain the eligibility for voting.  

ay) Any participant concerned that a given organization has undue representation or influence within a session of the committee may invoke the “Preponderance of Influence” clause (see Section 5.2).  This invocation is non-debatable.  

6.1 Revisiting Decisions


az) It is recognized that revisiting previously made decisions inhibits progress and should be discouraged.  That said, circumstances might exist that warrant re-opening discussion on a previously resolved issue.  

ba) To dissuade this practice, such re-opening requires a formal motion, second, and two-thirds (66%) majority affirmative vote subject to the quorum rules in this document.


bb) In order for the decision to revisit a previous decision to be considered binding, advance notification as specified in Meeting Notifications (section 3) is required.

bc) The Meeting Notifications (section 3) can be waived to expedite ballot reconciliation items if the Work Group determines that the same range of views as in the original decision is represented. 

7 Electronic Voting 


bd) Some decisions voting outside of the working group meetings may be conducted electronically. 


be) <Work Group Acronym> electronic votes will be announced on the <Work Group Name> list server. 


bf) If the motion was NOT made, seconded and discussed during a quorum meeting then, the workgroup will circulate the motion and request a second via the list service.  Once seconded there will be a period of not less than 3 days of discussion prior to the opening of the e-vote.


bg) The <Work Group Acronym> electronic votes will be held open for a minimum period of 1 week but may be longer.  The voting period will be defined in the announcement of opening the e-vote.


bh) Quorum for electronic voting will be set at 90% of the number of attendees at the last meeting or call at which quorum was achieved. Quorum shall be at a minimum the same as for a <Work Group Name> meeting or call as defined in Section 5.   

bi) If quorum has not been achieved at the end of the announced voting period, the vote will be closed as unsuccessful due to lack of quorum.

bj) Electronic votes are decided by simple majority of the affirmatives and negatives. 

8 Proxy Participation

8.1 Proxy Not Allowed


bk) The Work Group recognizes that competing interests sometimes prohibit a member’s ability to participate in person at all meetings.  However, in the interest of encouraging the dynamic exchange of ideas, the Work Group does not endorse/allow participation by proxy. 


bl) If an organization feels strongly enough about a particular topic to want to vote, that organization shall send adequate representation.  Where possible, the co-chairs should accommodate schedules to ensure such representation can be present in the appropriate venue. 


8.1.1 Statement of Position 


bm) Those wishing to establish a position in writing may do so subject to the notification requirements outlined in Section 3  


bn) Statements of Position received prior to or during the meeting will be shared by the co-chair as part of the discussion on the related topic.  


bo) The presiding co-chair has the responsibility to voice and represent theses positions during relevant discussion, through they are not under obligation to support or defend them.  


bp) These statements do not carry the weight of a vote and are included as informational item only for consideration by the committee.  


bq) All Statements of Position received in electronic form will be included as attachments to the minutes.


The following section SHALL be used only for closed membership committees. 


Note from the HL7 Board:  HL7's consensus process works best when decisions are based on a dynamic exchange of ideas between colleagues.  By removing the voter from the discussion, proxy voting weakens the consensus process.  Thus the Board recommends that Work Groups not implement a proxy vote procedure.  

If your committee seeks to implement such a procedure, the Board advises that you clearly document the requirements that lead to that decision.


The following section is provided as candidate boilerplate for those committees choosing the support proxy participation.   It is not considered to be part of the “default” practices unless specifically adopted by the committee.  If this section is adopted it should REPLACE Section 7.1


8.2 Proxy Allowed – within a closed membership committee

br) Committee Members unable to participate in <WorkGroupAcronym> activities in person may do so by proxy.  

bs) The Committee recognizes that competing interests sometimes prohibit a member’s ability to participate in person at all <WorkGroupAcronym> meetings.  

bt) To address this concern, declared members may issue a formal proxy to allow their voice to be heard in their absence.  

bu) Proxies take the forms of Time-Limited, Issue-Limited and "Statement of Position". Note that a proxy can be both time-limited and issue-limited at the discretion of the issuing member.


8.2.1 Time-limited Proxy


bv) A time-limited proxy empowers another individual or organization to speak for the absent member.  Time-limited proxies empower the proxy participant to represent the originating organization for the period of time designated in the proxy (for instance, the duration of a WGM).  

bw) Proxy-holders may participate and vote on all issues on behalf of the issuing organization subject to the constraints in the proxy. 


[PIC suggests that the time-limited proxy be restricted to individuals in attendance at the meeting.]


8.2.2 Issue-limited Proxy  

bx) Contrasted with a time-limited proxy, an issue-limited proxy empowers the proxy participant to act on behalf of the issuing organization for all matters pertaining to the issue designated in the proxy itself.  

by) Proxy holders may participate and vote in all matters concerning the issues designated in the proxy and subject to any constraints in the proxy.  For instance, if an organization proffers a proxy on all issues related to HL7 Balloting, the acting proxy participant may engage only on those issues pertaining to balloting.  

bz) Note: A declared member may also declare their vote on a given issue by email in advance of the meeting.


8.2.3 Proxy constraints


ca) An individual can hold a proxy for multiple individuals, but cannot hold more than one proxy vote for any organization.  

cb) Conversely, there is no limit to the number of distinct organizations which an individual may represent by proxy.  Note:  This is subject to voting procedures defined elsewhere in this document.


cc) Proxies are subject to all HL7 participation requirements (e.g., current HL7 members, etc.).  In other words, if one organization would like to have two proxies represented in one meeting, they must find an individual able to attend the <WorkGroupAcronym> meeting for each proxy vote they wish to delegate.  

cd) Proxies are not transitive.  A proxy for one organization cannot re-delegate that proxy to another.  That said, members are not required to name individuals as their proxy, and may instead name an organization (therefore empowering any representative of that organization to sit in their stead).


ce) Proxies are not reciprocal.  An issued proxy to a member or organization does not in turn allow the converse.  A second proxy back to the first organization would be required.


8.2.4 Proxy Notification


cf) Proxies must be provided to, at a minimum, the <WorkGroupAcronym> co-chairs and the HL7 Organization (represented by the TSC Chair or the HL7 Staff).  

cg) This notification must be provided either on paper and physically signed by the member (facsimiles are accepted), or received electronically from the registered e-mail address in the HL7 Membership Directory.  

ch) During a WGM, a proxy can be provided to either a co-chair with one witness, or to an HL7 staff member with one witness; witnesses must be from a different organization from the proxy holder.

9 Roberts Rules of Order


ci) The Work Group shall rely upon Roberts Rules of Order in the event that formal guidance of parliamentary procedure is needed or requested.   


cj) In the interest of ensuring the effective and active engagement of all participants, the Work Group shall follow its documented decision-making practices, referring to Roberts Rules of Order in the event of a question or concern.  Since Robert’s Rules of Order provides formalism for addressing almost all matters of process, this provides a “backup mechanism” of formality in the event that it is required.  


ck) It is the responsibility of the presiding co-chair to guide the Work Group to an efficient and effective outcome.  The Work Group shall follow, in this order of precedence, these Decision-making Practices (which cannot conflict with the HL7 Bylaws or Governance and Operations Manual), the HL7 Governance and Operations Manual, the HL7 Bylaws, and Roberts Rules of Order.  The established decision-making practices can refine certain policies and procedures so long as they remain in accordance with the HL7 Governance and Operations Manual and Bylaws.


cl) In the event that an issue arises where formality is required and no other guidance exists, Robert’s Rules of Order shall take precedence.  This provides a “common denominator” to keep in-check the power of the presiding co-chair and to confirm the rights of all participants and members.
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Note:
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· Update as appropriate, e.g. …reporting to the <SteeringDivisionName>.


· All Work Groups and Board Appointed Committees/Councils are expected to adapt these generic Decision-making Practices for their Work Group by the close of the January 2011 Working Group Meeting.  If a Work Group is unable to meet this deadline, they may complete their own Decision-making Practices document at a later date, but the Generic Decision-making Practices document shall apply in the interim.
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1 Introduction


Each Work Group must submit their Decision-making Practices document to PIC co-chairs (see list at http://www.hl7.org/Special/committees/pi/leadership.cfm) and the HL7 webmaster (webmaster@HL7.org) upon completion.  Additionally, the Decision-making Practices document should be posted to your HL7 web page under the “Documents and Presentations” section.

a) This document defines the decision-making practices of the Health Level Seven (HL7) <WorkGroupName> (<WorkGroupAcronym>).  <WorkGroupAcronym> will adhere to a set of decision-making practices that ensure consensus, openness, and balance of interest.  

i. Balance of interest is related to ballot procedures
; refer to the Governance and Operations Manual, or GOM (Section 14.03.03) for
 additional information on ballots and balance of interest.


b) The practices as outlined in this document are designed to enable timely decision-making balanced with an earnest attempt to ensure that input from all affected parties is considered.  The decision-making practices are intended to govern the standard operating procedures of the HL7 Work Groups and Committees and  not intended to conflict with rules governing ballot procedure as defined by ANSI and the HL7 Governance and Operations Manual (GOM). 


c) In the event of joint meetings, the DMP of the host Work Group shall be the governing document
.

2 Open Meetings


d) Work Group meetings and conference calls are open to all interested parties.

e) The purpose of these Work Group meetings and calls is to transact business including the resolution of design and implementation issues related to the Work Group’s area of responsibility and to make decisions relevant to the Work Group's business
.


f) Meetings of the Work Group are open to everyone to ensure that viewpoints of all affected parties have an opportunity to be shared and considered.  Everyone will be given an opportunity to speak; however, the chair may limit discussion on topics deemed to be non-constructive.  

g) Depending on the purpose or mode of the meeting certain participants are expected to attend.  

h) Other HL7 members may be asked to attend to provide specific input regarding a particular issue.  

i) Guests (non HL7 members) are welcome to participate in the Work Group and are recognized as guests of HL7
.  


j) In keeping with the ANSI policy on openness, Guests may participate on all matters related to the development of HL7 specifications
. 

2.1 Working Group Meetings 


k) Meetings during Working Group Meetings (WGM) may
 be attended by any WGM registered attendee who wishes to participate.  


l) Participants should
 introduce themselves and identify the nature of their affiliation with HL7.


2.2 Scheduled Conference Calls 

m) Scheduled or periodic conference call meetings may
 be attended by persons registered on the Work Group list server.  

n) Persons not subscribed to the Work Group list may still attend, however, all meeting announcements, minutes, and other notices will be sent to the list and posted to the Work Group’s web page or wiki (see Section 3).  Therefore anyone expecting to participate is encouraged to join the list so that the Work Group can communicate with them
.

3 Meeting Notifications


o) All activities shall be conducted in a public light with efforts made to ensure ample notification of those interested.  The Work Group shall utilize the following key mechanisms to notify interested parties of its activities

ii. Work Group’s listserv 

iii. Work Group's web page under http://www.hl7.org/Special/committees/index.cfm 


iv. Work Group's wiki page under http://www.hl7.org/permalink/?HL7Wiki. 

v. Satisfaction of minimal notification requirements dictates that relevant announcements and supporting materials are posted to both the listserv and the web or wiki page.  

p) The listserv (and/or wiki) will be used predominantly for discussion threads, notifications, and draft documents; whereas the web page will be used predominantly for final documents and document resources (decision documents, minutes, papers, etc.)  


q) Any use of the terms post, posted, or posting refers to notification, subject to these constraints.


NOTE:  For consistency across Work Groups, PIC recommends that minutes, agendas, and action items use the HL7 Work Group Meeting Minutes templates at http://www.hl7.org/permalink/?MinutesTemplate,  or http://www.hl7.org/permalink/?WikiMinutesTemplate,.  Approved minutes shall be posted under the “Minutes” section of the Work Group’s web page
.  

The suggested naming convention is:  

· CCYY-MM-DD_<Work Group Acronym>_WGM_Agenda 


· CCYY-MM-DD_<Work Group Acronym>_WGM_Minutes 


· CCYY-MM-DD_<Work Group Acronym>_Call_Agenda


· CCYY-MM-DD_<Work Group Acronym>_Call_Minutes


Any other file posted by the Work Group should conform to this basic naming format.


3.1 Unscheduled Meetings
 


r) Work Groups requiring face-to-face meetings between scheduled Working Group meetings or calls have two options:

vi. An 'Out of Cycle Meeting' can be convened as defined in HL7 Governance and Operations Manual (GOM §11.04), which requires 30 days notice.  


vii. The issues may be discussed in an informal group, bringing forward recommendations to the list or as a discussion topic for the next regularly scheduled Work Group meeting or conference call.   Recommendations brought forward by the informal group are not binding decisions until acted upon by the Work Group in regular session conforming to the notification requirements defined in Section 3. 

3.2 Meeting Agenda Notification Timing


s) Meeting notification and the proposed agenda are provided prior to the meeting.   

t) Binding decisions can be made only at meetings with the required advance notification where quorum is met; 

viii. A binding decision
 refers to any decision made by the committee that establishes a practice, formal recommendation, or formal action by the committee (e.g., creating a new program, rendering guidance, etc.).  

u) The co-chairs of the Work Group shall make every attempt to ensure that all parties with an interest in agenda topics are made aware of the meeting time and location subject to the documented notification requirements.  As appropriate, Work Group activities will be cross-posted to other HL7 lists, depending upon the topic and type of meeting as indicated in the following list.  The HL7 GOM stipulates that all face-to-face meetings require at least 30 days notice
.

3.2.1 WGM Agendas 

v) WGM WG meeting schedules are posted in the meeting brochure; specific WG agendas are posted under work group meeting information at the HL7 wiki (wiki.hl7.org/index.php?title=WGM_information
) 


w) A preliminary agenda is developed by the end of the prior WGM and posted with the minutes following the WGM (posting deadlines are established by HL7 Headquarters; typically 5-6 weeks
 after the WGM).  

x) The preliminary agenda is finalized at least two weeks prior to the WGM and posted within 2 business days or as required by HL7 Headquarters.


y) Recognizing the dynamic nature of the WGM, the agenda may require updates.  Notification will be satisfied so long as at least two of the following are used:


ix. E-mail notification by 6:00 pm local time the evening before the event


x. Notification on the bulletin board (near the registration desk) at least 2 quarters prior to the event


xi. Announcement during the general session or lunch session prior to the event


Include other forms of notification specific to your committee if applicable


3.2.2 Scheduled Conference Call Agendas 

z) Scheduled Conference Call Agendas shall be posted by close-of-business the 1 business day prior to a call.  

aa) Preliminary agendas for the next conference call are to be determined at the close of each teleconference.


4 Decision Publication


4.1 Meeting Minutes


ab) Minutes will be produced and published for all Working Group meetings and conference calls achieving quorum
.


ac) The presiding co-chair of the meeting is responsible for ensuring that minutes are taken and posted.  


ad) Where quorum is not achieved, the production of minutes is at the discretion of the presiding co-chair
.


ae) Minutes shall include, at a minimum, the following information:


xii. Date, time and location of the meeting/call


xiii. List of attendees including names and organizations


xiv. Identification of presiding chair (if the presiding chair changes during meeting this should also be noted.)

xv. Assertion of quorum (met or not met)


xvi. A summary of discussion topics and the outcome of proposals or motions made (including vote tallies if votes were taken)


af) Minutes shall be published on the the Work Group's webpage or the wiki as well as the Work Group's listserv and webpage/wiki. . 

ag) Minutes from a WGM shall be posted 2 weeks after the WGM; minutes from a conference call will be posted within one week of the call. 


4.2 Electronically Recording Meetings


a) The <WorkGroupAcronym> may decide that they wish to electronically record a meeting or workgroup event including audio or video recordings.


b) Electronic recordings of an event will not replace the minutes or the requirements for minutes as defined in Section 4

c) Prior to starting any electronic recording, the chair will explain the method and purpose of the recording and how the recording will be used and made available.


d) Prior to starting any electronic recording, the chair will seek approval from all attendees for the recording to occur and will note the acceptance by all attendees in the meeting minutes. 


5 Quorum Requirements 

ah) A quorum for committee meetings require that a co-chair and at least two other HL7 <WorkGroupAcronym> members be present, where no single organization or party represents more than a simple majority of the voting Work Group membership for that meeting.  

[NOTE:  The minimum number of attendees required for a quorum varies based on Work Group size, but is SHALL  be no less than two in addition to the co-chair. 

ai) A motion may be made, by any member, to defer major decisions even if quorum is met, particularly if key stakeholders are not present. 

5.1 Quorum Requirements – Closed Membership Committees


Insert section here to for quorum requirements for closed membership committees (e.g. Board, TSC, SD, IC)


The term "constituent" is used to indicate the number of votes in the committee. 


aj) A quorum for committee meetings to allow for decision making requires that a co-chair (or designate) and at least half of the voting members must be present. 

ak) A quorum for committee meetings to allow for direction setting requires that a co-chair (or designate) and at least one third of the voting members must be present. 

al) In both circumstances, the chair may be counted as the Co-chair representing his/her constituent in the event no other Co-chairs of that constituent are present.

5.2 Preponderance of Interest


[NOTE:  The following section is suggested.  Work Groups that routinely face controversial decisions that are influenced by organizational participation should consider rigid enforcement.  Those that do not should consider “only-as-needed” enforcement.]


am) To ensure balanced committee decision-making, no single organizational interest may wield a “Preponderance of Influence” within a Work Group.  

an) Preponderance of Influence is defined as having one organization representing more than 50 percent of the voting Work Group members in session.   

ao) This rule may be either stringently or loosely enforced, at the discretion of the presiding co-chair, given that the co-chair is not a member of the organization in question.  However, if a Work Group member believes that decisions are being significantly influenced, he may invoke the “Preponderance of Influence Clause” requiring the co-chair to bring the voting membership into compliance with this 50% rule. This invocation is non-debatable.

5.3 Presiding Chair Vote


ap) The presiding co-chair may cast a vote in only two circumstances:


xvii. The presiding co-chair may cast a tie-breaking vote.  

xviii. The presiding co-chair may vote when that vote corrects potential preponderance of influence concerns within the committee.  

a. For example: 5 members are present, one of whom is the presiding co-chair.  Two others are with the same organization; the co-chair’s vote removes the majority vote of the over-represented organization and thus brings the committee into balance.


aq) In all circumstances, the Work Group can have no more than one presiding co-chair, with any other committee co-chairs participating as regular members when not presiding.  

a. Note that the presiding co-chair can change within the course of a given session so long as a public statement recognizing the change is made.


ar) Although any issue may be discussed at any time, binding actions cannot be taken without sufficient notification (see Section 3) and quorum (see Section 5).  Absence of either of these conditions allows the committee to issue recommendations that must subsequently be ratified by the committee subject to satisfying constraints placed upon binding decisions.


as) No co-chair should preside over discussions or vote for which they could reasonably be perceived to have a material interest.

6 Decision Threshold Requirements


at) The <WorkGroupAcronym> will strive for consensus in decision-making; however, decisions of the Work Group are affirmed by simple majority.  

Workgroups may choose to make more restrictive the thresholds on this, so long as those practices are agreed upon, voted by the committee, and documented in their practices.  For instance, a workgroup may choose to require a two-thirds vote to revisit a previously discussed issue.


au) While decisions are affirmed by simple majority, the Work Group shall endeavor to make its decisions via a consensus process.  

av) Where a consensus decision is not reached the Work Group shall agree on a course of action to be followed in order that sufficient information to achieve consensus may be gathered. 

aw) To be called a consensus decision, it must receive two-thirds (66%) majority support.  A variety of informal techniques may be used to determine if consensus may be reached including, but not limited to, straw poll, Robert’s Rules of Order, seeking response to a hypothetical opposing view, and polling each participant to voice their position on the issue.  


ax) When a formal vote is taken, the co-chair will explain the eligibility for voting.  

ay) Any participant concerned that a given organization has undue representation or influence within a session of the committee may invoke the “Preponderance of Influence” clause (see Section 5.2).  This invocation is non-debatable.  

6.1 Revisiting Decisions


az) It is recognized that revisiting previously made decisions inhibits progress and should be discouraged.  That said, circumstances might exist that warrant re-opening discussion on a previously resolved issue.  

ba) To dissuade this practice, such re-opening requires a formal motion, second, and two-thirds (66%) majority affirmative vote subject to the quorum rules in this document.


bb) In order for the decision to revisit a previous decision to be considered binding, advance notification as specified in Meeting Notifications (section 3) is required.

bc) The Meeting Notifications (section 3) can be waived to expedite ballot reconciliation items if the Work Group determines that the same range of views as in the original decision is represented. 

7 Electronic Voting 


bd) Some decisions voting outside of the working group meetings may be conducted electronically. 


be) <Work Group Acronym> electronic votes will be announced on the <Work Group Name> list server. 


bf) If the motion was NOT made, seconded and discussed during a quorum meeting then, the workgroup will circulate the motion and request a second via the list service.  Once seconded there will be a period of not less than 3 days of discussion prior to the opening of the e-vote.


bg) The <Work Group Acronym> electronic votes will be held open for a minimum period of 1 week but may be longer.  The voting period will be defined in the announcement of opening the e-vote.


bh) Quorum for electronic voting will be set at 90% of the number of attendees at the last meeting or call at which quorum was achieved. Quorum shall be at a minimum the same as for a <Work Group Name> meeting or call as defined in Section 5.   

bi) If quorum has not been achieved at the end of the announced voting period, the vote will be closed as unsuccessful due to lack of quorum.

bj) Electronic votes are decided by simple majority of the affirmatives and negatives. 

8 Proxy Participation

8.1 Proxy Not Allowed


bk) The Work Group recognizes that competing interests sometimes prohibit a member’s ability to participate in person at all meetings.  However, in the interest of encouraging the dynamic exchange of ideas, the Work Group does not endorse/allow participation by proxy. 


bl) If an organization feels strongly enough about a particular topic to want to vote, that organization shall send adequate representation.  Where possible, the co-chairs should accommodate schedules to ensure such representation can be present in the appropriate venue. 


8.1.1 Statement of Position 


bm) Those wishing to establish a position in writing may do so subject to the notification requirements outlined in Section 3  


bn) Statements of Position received prior to or during the meeting will be shared by the co-chair as part of the discussion on the related topic.  


bo) The presiding co-chair has the responsibility to voice and represent theses positions during relevant discussion, through they are not under obligation to support or defend them.  


bp) These statements do not carry the weight of a vote and are included as informational item only for consideration by the committee.  


bq) All Statements of Position received in electronic form will be included as attachments to the minutes.


The following section SHALL be used only for closed membership committees. 


Note from the HL7 Board:  HL7's consensus process works best when decisions are based on a dynamic exchange of ideas between colleagues.  By removing the voter from the discussion, proxy voting weakens the consensus process.  Thus the Board recommends that Work Groups not implement a proxy vote procedure.  

If your committee seeks to implement such a procedure, the Board advises that you clearly document the requirements that lead to that decision.


The following section is provided as candidate boilerplate for those committees choosing the support proxy participation.   It is not considered to be part of the “default” practices unless specifically adopted by the committee.  If this section is adopted it should REPLACE Section 7.1


8.2 Proxy Allowed – within a closed membership committee

br) Committee Members unable to participate in <WorkGroupAcronym> activities in person may do so by proxy.  

bs) The Committee recognizes that competing interests sometimes prohibit a member’s ability to participate in person at all <WorkGroupAcronym> meetings.  

bt) To address this concern, declared members may issue a formal proxy to allow their voice to be heard in their absence.  

bu) Proxies take the forms of Time-Limited, Issue-Limited and "Statement of Position". Note that a proxy can be both time-limited and issue-limited at the discretion of the issuing member.


8.2.1 Time-limited Proxy


bv) A time-limited proxy empowers another individual or organization to speak for the absent member.  Time-limited proxies empower the proxy participant to represent the originating organization for the period of time designated in the proxy (for instance, the duration of a WGM).  

bw) Proxy-holders may participate and vote on all issues on behalf of the issuing organization subject to the constraints in the proxy. 


[PIC suggests that the time-limited proxy be restricted to individuals in attendance at the meeting.]


8.2.2 Issue-limited Proxy  

bx) Contrasted with a time-limited proxy, an issue-limited proxy empowers the proxy participant to act on behalf of the issuing organization for all matters pertaining to the issue designated in the proxy itself.  

by) Proxy holders may participate and vote in all matters concerning the issues designated in the proxy and subject to any constraints in the proxy.  For instance, if an organization proffers a proxy on all issues related to HL7 Balloting, the acting proxy participant may engage only on those issues pertaining to balloting.  

bz) Note: A declared member may also declare their vote on a given issue by email in advance of the meeting.


8.2.3 Proxy constraints


ca) An individual can hold a proxy for multiple individuals, but cannot hold more than one proxy vote for any organization.  

cb) Conversely, there is no limit to the number of distinct organizations which an individual may represent by proxy.  Note:  This is subject to voting procedures defined elsewhere in this document.


cc) Proxies are subject to all HL7 participation requirements (e.g., current HL7 members, etc.).  In other words, if one organization would like to have two proxies represented in one meeting, they must find an individual able to attend the <WorkGroupAcronym> meeting for each proxy vote they wish to delegate.  

cd) Proxies are not transitive.  A proxy for one organization cannot re-delegate that proxy to another.  That said, members are not required to name individuals as their proxy, and may instead name an organization (therefore empowering any representative of that organization to sit in their stead).


ce) Proxies are not reciprocal.  An issued proxy to a member or organization does not in turn allow the converse.  A second proxy back to the first organization would be required.


8.2.4 Proxy Notification


cf) Proxies must be provided to, at a minimum, the <WorkGroupAcronym> co-chairs and the HL7 Organization (represented by the TSC Chair or the HL7 Staff).  

cg) This notification must be provided either on paper and physically signed by the member (facsimiles are accepted), or received electronically from the registered e-mail address in the HL7 Membership Directory.  

ch) During a WGM, a proxy can be provided to either a co-chair with one witness, or to an HL7 staff member with one witness; witnesses must be from a different organization from the proxy holder.

9 Roberts Rules of Order


ci) The Work Group shall rely upon Roberts Rules of Order in the event that formal guidance of parliamentary procedure is needed or requested.   


cj) In the interest of ensuring the effective and active engagement of all participants, the Work Group shall follow its documented decision-making practices, referring to Roberts Rules of Order in the event of a question or concern.  Since Robert’s Rules of Order provides formalism for addressing almost all matters of process, this provides a “backup mechanism” of formality in the event that it is required.  


ck) It is the responsibility of the presiding co-chair to guide the Work Group to an efficient and effective outcome.  The Work Group shall follow, in this order of precedence, these Decision-making Practices (which cannot conflict with the HL7 Bylaws or Governance and Operations Manual), the HL7 Governance and Operations Manual, the HL7 Bylaws, and Roberts Rules of Order.  The established decision-making practices can refine certain policies and procedures so long as they remain in accordance with the HL7 Governance and Operations Manual and Bylaws.


cl) In the event that an issue arises where formality is required and no other guidance exists, Robert’s Rules of Order shall take precedence.  This provides a “common denominator” to keep in-check the power of the presiding co-chair and to confirm the rights of all participants and members.


		Document Revision History



		Version Number

		Adoption Date



		3.0

		



		

		





� Added phrase- related to ballot procedures



�Added GOM reference and section



�New bullett



�was committee meetings



�new bullett



�New bullet



�New bullet



�Was ‘are expected to’



�Was ‘are asked to’



�Was ‘are expected to’



�New bullet



�Added wiki, links to webpage and wiki



�Added reference to template and link



�New content



�Defined binding decision



�New sentence. Removed reference to bylaws, guidelines for notification



�Added wiki and link



�Added time period



�Added “achieving quorum”



�New bullett







Page: 10




