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Meeting Minutes

CDISC-HL7 Stage II

June 17, 2009
12:00 pm – 1:30 pm (EST)

Attendees / Affiliation

Jason Rock/Global Submit (Chair)



Patty Garvey/FDA (Facilitator)
Sue Dubman/Genzyme
Julie Evans/CDISC

Scott Getzin/Eli Lilly

Al Glover

Terry Hardin

Chris Tolk/CDISC
Gary Walker/Quintiles

Diane Wold/GSK

Julie Zhang/Genzyme

Background

FDA wishes to receive, in regulatory submissions, standard clinical study information content developed by the Clinical Data Interchange Standards Consortium (CDISC) in a Health Level 7 (HL7) message exchange format.  This is key to the FDA strategic initiatives to improve public health and patient safety.

This project is currently broken into two stages: requirements analysis and message development.  Stage IB team was developed and tasked with the requirements analysis responsibilities.  Stage II team was developed and tasked with the message development responsibilities.

The purpose of the meeting is to continue reviewing the May 2009 DSTU ballot comments for StudyParticipation message.
Discussion 

· The group continued reviewing the May 2009 DSTU ballot comments for Study Participation.  Refer to the attached ballot comment spreadsheet. The discussion comments were captured in the “Disposition and Disposition Comments” in the ballot StudyParticipation spreadsheet.

· For Study Participation – discussion were on comment #s 3-41.  
· The group finished reviewing the Study Participation ballot comments. The Study Design ballot comments review will be started at the next meeting on July 1st(out-of-cycle).

· Patty reminded the group that the Stage IB group will longer be meeting because the storyboards are now completed.  The group may re-convene after the September 2009 ballot cycle if additional work needs to be done.
ACTION ITEMS:  None
Attachment: 
StudyParticipation Ballot Comments Worksheet 

[image: image1.emf]V3_CDISC2MSG_SP_ R1_D1_2009MAY-All.xls


Drafted: PGarvey/6-26-09
Approved:

_1307788179.xls
Submitter

		BALLOT TITLE:										HL7 Version 3 Standard: Regulated Studies; CDISC Content to Message - Study Participation, Release 1 (V3_CDISC2MSG_SP_R1_D1_2009MAY) - 1st DSTU Ballot

		BALLOT CYCLE:										MAY 2009

		SUBMITTED BY NAME:										Gunther Schadow

		SUBMITTED BY EMAIL:										gschadow@regenstrief.org

		SUBMITTED BY PHONE:

		SUBMITTED BY ORGANIZATION (if applicable):										Regenstrief Institute

		SUBMISSION DATE:										April 30, 2009

		SUBMITTED BY IDENTIFIER:										GS

		OVERALL BALLOT VOTE:										Negative

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

												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)

gschadow@regenstrief.org



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														A-Q		or the medical product itself.				Has this been harmonized with the e-Stability standard then?						Answered						These are different standards. This is just "who" is participating														Gunther Schadow		Regenstrief Institute

		2		RCRIM														Neg-Mi		A collector of performed activities in a study				This definition for Study seems cyclic “A study is a collector or activities in a study”. Doesn’t seem right.						Pending input from submitter						Propose words														Gunther Schadow		Regenstrief Institute

		3		RCRIM														Neg-Mj		Definition1				how can a Study be defined by a StudySite? This is the “computable semantics” of the model now, it says that StudySite is the definition of a Study or in other words that the Study is an instance of a StudySite. That does not make sense, there is several things wrong actually. I think a minor issue may be solvable. If StudySite really means StudyAtSite, then one can say that StudyAtSite is a component of Study (at multiple sites) or may be StudyAtSite is defined by Study. This would be a novel, but still possibly defensible use of the INSTance ActRelationship.		Yes				Not persuasive						I am saying the stuy at site is defined by the study.														Gunther Schadow		Regenstrief Institute

		4		RCRIM														Neg-Mi		StudySite				StudySite. The way English works, the last noun in a noun composition determines the semantic type. So, a StudySite is a Site, not a Study. And that doesn’t make sense to have a Site be an Act. It’s the Study-at-that-Site that’s the Act, so it should be called StudyAtSite (old RCRIM artifacts called it TrialAtSite – I don’t care about Study vs. Trial, but the ~AtSite was right.)						Persuasive						Will change to StudyAtSite														Gunther Schadow		Regenstrief Institute

		5		RCRIM														Neg-Mj		StudySite
�Design Comments: Represents all of the activities that are done at a specified site				The more I know about this first hand, the less I am convinced that this is correct. This whole fixed hierarchical scheme of Study and StudyAtSite, etc. is too much designed to meet some CDISC technical artifacts half way rather than really capturing the semantics of the Study organization. Many Studies are not multicenter studies and happen at one site, so why have this extra overhead for those? And multicenter studies are not really independent instantiation of a study protocol, but usually simply a way to recruit more patients, but the overall enrollment targets and analysis is independent of the site.		Yes				Pending input from submitter																				Gunther Schadow		Regenstrief Institute

		6		RCRIM														Neg-Mj		ExperimentalUnit2				See various ballot comments on the StudyDefinition topic on this construct.		Yes				Pending input from submitter																				Gunther Schadow		Regenstrief Institute

		7		RCRIM														Neg-Mi		Performer1				These “ServiceProviders” (let’s just call them Organizations) are listed to have some role in the study, but they surely can’t all be primary performers. So, something isn’t right here to make them all Performers, that’s how you have performer1 and performer2, which is strange.						Persuasive with mod						Changed class code to role														Gunther Schadow		Regenstrief Institute

		8		RCRIM														Neg-Mj		classCode [1..1] (M)�LicensedEntity (CS) {CNE:V:RoleClassHealthcareProvider, root= "PROV"}				Since you just list any organizations that are somehow involved, they certainly don’t need to be a “healthcare provider”. Especially not given your scope that includes material studies. Don’t over-constrain the stuff in the RIM. Why don’t you just use Organization here. We have done that with drug Establishments too and it is fine. Over-constraining doesn’t aid in semantic interoperability, certainly not if it doesn’t even fit your whole scope.		Yes				Persuasive						Changed class code to role														Gunther Schadow		Regenstrief Institute

		9		RCRIM														Neg-Mj		Performer2				The main performer (PI) should not be called “performer2”. This should be the one and only performer. Make it: Study – performer -> AssignedEntity with scoper = Institution and player = PI. You can also have a location participation for the physical site.		Yes				Persuasive with mod						changed type code to secondary performaer														Gunther Schadow		Regenstrief Institute

		10		RCRIM														Neg-Mi		Investigator				I am missing a scoper of this role. You have two options, which need to be clarified: (1) scope these things by the FDA, i.e., FDA must have all of them registered before they can be used. OR (2) scope Persons by Organization for whom they work (AssignedEntity), then you swat two flies at once: have the research institution and the investigator together. I would tend toward (2). But the scoper should be used somehow.						Persuasive with mod						Added a scoper for the study site														Gunther Schadow		Regenstrief Institute

		11		RCRIM														Neg-Mi		InvestigativePerson				Don’t rename this, just call it Person. You don’t gain anything by using a different name, it just makes implementation harder because people will have to deal with more such willy-nilly names. Semantics is warranted by the context and by structural codes correctly applied, not by these names.						Persuasive						Changed name of class														Gunther Schadow		Regenstrief Institute

		12		RCRIM														Neg-Mi		LicenseIssuer				Don’t rename this, just call it Organization. You don’t gain anything by using a different name, it just makes implementation harder because people will have to deal with more such willy-nilly names. Semantics is warranted by the context and by structural codes correctly applied, not by these names. You can even reduce clutter by reusing the same Organization class for all Organizations.						Persuasive						change the classcode														Gunther Schadow		Regenstrief Institute

		13		RCRIM														Neg-Mi		ServiceDeliveryLocation				You should not put that “Service Delivery” in the role, because it might be just any study establishment. Generally you could get by much simpler by saying that it is the Organization except if the real geographical site is at issue.						Persuasive with mod						Changed class code to role														Gunther Schadow		Regenstrief Institute

		14		RCRIM														Neg-Mi		A physical location, typically a clinical research facility or a sponsor's office, that provides healthcare services.				Again, because your scope is larger, this constraint hurts you here. The “healthcare services” is not what you need. In fact, one might even dispute that research is “care” at all (an important ethical distinction, for example, see http://www.nhlbi.nih.gov/childrenandclinicalstudies/researchvscare.php).						Persuasive with mod						add scoper to the investigator to show study site														Gunther Schadow		Regenstrief Institute

		15		RCRIM														Neg-Mj		typeCode [1..1] (M)�ActRelationship (CS) {CNE:V:ActRelationshipEvaluatesGoal, root= "GEVL"}				The wrong typeCode. The definition of GEVL says: “A goal-evaluation links an observation (intent or actual) to a goal to indicate that the observation evaluates the goal. Given the goal and the observation, a "goal distance" (e.g., goal to observation) can be "calculated" and need not be sent explicitly.” That has nothing to do with what you want it to mean. In general, if you have an Act such as Evaluate or Foobarificate, the object of the verb is just the subject participation (yeah “subject” for “object” sounds weird, but “sub-ject” means “that which is subjected to ...”		Yes				Persuasive						Will change the typecode to subject														Gunther Schadow		Regenstrief Institute

		16		RCRIM														Neg-Mi		VerficationEvent				It is strange that the Verifier and the VerificationEvent are so far from each other if the words are so close to each other.						Not persuasive with mod						Verifiication is from an audit inspection. I will change the class name.														Gunther Schadow		Regenstrief Institute

		17		RCRIM														Neg-Mi		DataCollection				Strange that we call this “data collection” do you mean this is the activity of executing the study plan for each current enrollees? This would seem to be implied by looking at the Act status. As long as Enrollment is open, the Study spawns off COMPonents of the Study each being the execution of the Study protocol per subject. Once enrollment is closed, the Study protocol runs until the last such spawned Study protocol for subject is either completed or aborted. That’s how you know.						Persuasive with mod						Need a better definition. We mean that we are collecting data from the study. Agree that COMPonet does work														Gunther Schadow		Regenstrief Institute

		18		RCRIM														Neg-Mj		RegistrationEvent				You mean to model Recruitment Status. Let’s not too quickly latch on to some classCode just because of the name. Instead, let’s think how Recruitment relates to Study. It is an activity of the Study, so it’s a component. But one that runs in parallel to the Study protocol proper (note that Recruitment activity is also under the purview of the IRB.) I don’t think RegistrationAct is what you want here, just make it a general Act with an Act.code for Recruitment and I am sure that the NCI Thesaurus somewhere contains a code for such activity that you will be able to use.		Yes				Persuasive						Will use a better class code														Gunther Schadow		Regenstrief Institute

		19		RCRIM														Neg-Mi		At most one performed study is in fulfillment of a planned study.				Call it “instance” not “fulfillment” if you call it “fulfillment” you put your choice of typeCode in question.				Q								Should say, many performed studyies is in fullfilmment of a planned study														Gunther Schadow		Regenstrief Institute

		20		RCRIM														Neg-Mj		At most one performed study is in fulfillment of a planned study.				Why are you saying at most one study can implement the planned study? This seems logically contradicted by the choice of DEFinition mood and the choice of INSTantiates relationship. If that is really true, you need to change everything to use INTent mood for planned study and EVNt for the performed study. But I would just say don’t put that constraint in here because it isn’t necessary.		Yes		Q		Persuasive with mod						see above														Gunther Schadow		Regenstrief Institute

		21		RCRIM														Neg-Mj		EvaluationOf1				make this subject, see above comment.		Yes				Persuasive																				Gunther Schadow		Regenstrief Institute

		22																						The materials naming in ballot and in voting section are inconsistent, could not be found to give a real vote						Refered and tracked						Ed Helton explained that this is a temporary naming until industry is reaches a comfort level about the transition														William Goosen		HL7 Netherlands

		23																						Document needs to be updated to reflect agreement (F2F meeting 31st March & 1st April @ FDA) to move the Demographic and Dispostion information from Study Participation to the Subject Data message so as to avoid duplicate information being passed in the messages, also see comments made by Wayne Kubick and Diane Wold				A		Persuasive						We agree to remove these items for any future ballots														Dave Iberson-Hurst		CDISC

		24		RCRIM		??		DAM				Biologic Entity						Neg-Mj						Study Participation should not include sexCode, birthDate, deathDate, maritalStatusCode, etc. -- these belong in subject data when applicable.				A		Persuasive						See line 21														Wayne Kubick		Glaxo Smith Kline

		25		RCRIM		??		DAM				Person						Neg-Mj						Study Participation should not include raceCode, ethnicGroupCode, deathdate -- these belong in subject data.				A		Persuasive						See line 21														Wayne Kubick		Glaxo Smith Kline

		26		RCRIM		RM		PORT_RM100001UV01		9.4.1								A-Q		Note on Experimental Unit says that actual data will be in the Subject Data message.  What attributes are left in Study Participation?  For a person, I think only the id would be in the study participation messatge.								A		Considered-Question Answered						See line 21														Diane Wold		Glaxo Smith Kline

		27		RCRIM		RM		PORT_RM100001UV01		9.4.1								Neg-Mj		The Design Comments on Access: The experimental unit could be a part of the subject. For example, in a sun burn study multiple patches of skin can be the experimental unit of the study. Different stents could be placed in different arteries in an animal study. Multiple parts of the subject can be the experimental unit. Note: Access scopes a person, animal, or product. When Access is uses, the experimental unit is scoped to the target site code within the access class.				Doesn't fit with the definition of the Access class: A role played by a device when the device is used to administer therapeutic agents (medication and vital elements) into the body, or to drain material (e.g., exudates, pus, urine, air, blood) out of the body. 
Access would be the role of a syringe or a drain, not of a part of the body.						Persuasive with mod						A harmonization proposal will be submitted to update the definition														Diane Wold		Glaxo Smith Kline

		28		RCRIM		ST		PORT_SN100101UV01		9.1.1.1								Neg-Mj		principal investigator and primary investigator for three new sites for their 10-site multicenter trial				This implies that the investigator is linked to a site, but I see no such link in the RMIM.  In fact, a StudySite is now a set of activities.  The only class I could see to represent the organization operating the health care facility where a study is taking place is the organization acting as ServiceProvider.  Is this suppposed to include the organizations acting as "study site" in the sense that they are operating the health care facility where the study is taking place?						Not persuasive						See the perfomer on the study site.														Diane Wold		Glaxo Smith Kline

		29		RCRIM		ST		PORT_SN100102UV01		9.1.1.2								Neg-Mi		Acme Pharmaceuticals has identified the principal investigators for the remaining seven sites for their study				This implies that Investigator.code is assigned per site.  Does this means that the Investigator role should be scoped by study site, i.e., the organization running the health care facility where the study is being conducted?						Not persuasive						See the perfomer on the study site.														Diane Wold		Glaxo Smith Kline

		30		RCRIM		ST		PORT_SN100104UV01		9.1.1.4								Neg-Mi		Pertinent inspection results data include date of inspection. Inspection type code, inspection outcome code, and one or more deficiency codes.				The RMIM contains only a value, with a note that this represents the results of the inspection.  Is it the intent that the pertinent details will be included in some future version of the message?						Persuasive with mod						Currently in a word document only. Expansion would be latter.														Diane Wold		Glaxo Smith Kline

		31		RCRIM		ST		PORT_SN100105UV01		9.1.1.5								A-Q		The message also supports ... dates of IRB approval, if available.				For which types of service providers is IRB approval to be expected?  I thought IRB approval was given to the investigator to conduct the study.						Answered						IRB is subject protection approval														Diane Wold		Glaxo Smith Kline

		32		RCRIM		ST		PORT_SN100106UV01		9.1.1.6								Neg-Mi		The seven site investigators for Acme study NCT99999999 all obtain approval from appropriate subject protection approving authorities…				The approval is spoken of as being received by the investigator, but in the RMIM, approval applies to a StudySite and there is no link between StudySite and Investigator.						Not persuasive						See performer														Diane Wold		Glaxo Smith Kline

		33		RCRIM		RM		PORT_RM100001UV01		9.4.1								A-Q						SubjectProtectionApproval has an effectiveTime, but no statusCode.  Is that because the only status of interest is "approved."?						Answered						Yes														Diane Wold		Glaxo Smith Kline

		34		RCRIM		RM		PORT_SN100110UV01		9.1.1.10								Neg-Mj		… identify the subjects enrolled to date, including all relevant demographic information, …		… identify the subjects enrolled to date, …		My understanding is that subject demography data is to be transmitted in the Subject Data message, not the Study Participation message.				A		Persuasive						See line 21														Diane Wold		Glaxo Smith Kline

		35		RCRIM		RM		PORT_SN100111UV01		9.1.1.11								Neg-Mi		The message supports conveying that no additional study participation information is expected (i.e. the study is 'closed').				If the message is to convey the fact that the study is complete, then I believe Study needs to have a statusCode.						Not persuasive						Study has two status code, one for collecting data and another for accruing subjects														Diane Wold		Glaxo Smith Kline

		36		RCRIM		RM		PORT_SN100111UV01		9.1.1.11								Neg-Mj		They submit all information on final disposition information of all subjects ... using the study participation message.				My understanding is that subject disposition data is to be transmitted in the Subject Data message, not the Study Participation message.						Persuasive																				Diane Wold		Glaxo Smith Kline

		37		RCRIM		RM		PORT_SN100112UV01		9.1.1.12								Neg-Mi		As the tank relates to determining the number of fish participating, the study participation message will carry tank participation information (i.e., characteristics of the tanks and reasons for withdrawal of two of the tanks), and the fish (experimental unit) in the tank and the individual fish treated (organism of interest).Note: tank related observation outside of status and determining count of fish will be carried in the subject data message.				Please clarify exactly which information about the tanks and the fish would be carried in the Study Participation message, and which in the Subject Data message.  It is not clear how the last sentence is meant to modify the information in the preceding sentence.						Persuasive						Volume of tank and water displacement calculates the total number of fish.														Diane Wold		Glaxo Smith Kline

		38		RCRIM		RM		PORT_SN100113UV01		9.1.1.13								Neg-Mi		Subject participation and disposition information is provided in the subject participation message with the final study report, along with the relationships between subjects and actual treatment sites.				There is no "subject participation message." Please clarify the intent of this statement.						Persuasive						Typo - Should be subject data														Diane Wold		Glaxo Smith Kline

		39																																																Gunther Schadow		Glaxo Smith Kline

		40																																																Gunther Schadow		Glaxo Smith Kline

		41																																																Gunther Schadow		Glaxo Smith Kline

		42																																																Gunther Schadow		Glaxo Smith Kline

		43																																																Gunther Schadow		Glaxo Smith Kline

		44																																																Gunther Schadow		Glaxo Smith Kline

		45																																																Gunther Schadow		0.0

		46																																																Gunther Schadow		0.0

		47																																																Gunther Schadow		Regenstrief Institute

		48																																																Gunther Schadow		Regenstrief Institute

		49																																																Gunther Schadow		Regenstrief Institute

		50																																																Gunther Schadow		Regenstrief Institute

		51																																																Gunther Schadow		Regenstrief Institute

		52																																																Gunther Schadow		Regenstrief Institute

		53																																																Gunther Schadow		Regenstrief Institute

		54																																																Gunther Schadow		Regenstrief Institute

		55																																																Gunther Schadow		Regenstrief Institute

		56																																																Gunther Schadow		Regenstrief Institute

		57																																																Gunther Schadow		Regenstrief Institute

		58																																																Gunther Schadow		Regenstrief Institute

		59																																																Gunther Schadow		Regenstrief Institute

		60																																																Gunther Schadow		Regenstrief Institute

		61																																																Gunther Schadow		Regenstrief Institute

		62																																																Gunther Schadow		Regenstrief Institute

		63																																																Gunther Schadow		Regenstrief Institute

		64																																																Gunther Schadow		Regenstrief Institute

		65																																																Gunther Schadow		Regenstrief Institute

		66																																																Gunther Schadow		Regenstrief Institute

		67																																																Gunther Schadow		Regenstrief Institute

		68																																																Gunther Schadow		Regenstrief Institute

		69																																																Gunther Schadow		Regenstrief Institute

		70																																																Gunther Schadow		Regenstrief Institute

		71																																																Gunther Schadow		Regenstrief Institute

		72																																																Gunther Schadow		Regenstrief Institute

		73																																																Gunther Schadow		Regenstrief Institute

		74																																																Gunther Schadow		Regenstrief Institute

		75																																																Gunther Schadow		Regenstrief Institute

		76																																																Gunther Schadow		Regenstrief Institute

		77																																																Gunther Schadow		Regenstrief Institute

		78																																																Gunther Schadow		Regenstrief Institute

		79																																																Gunther Schadow		Regenstrief Institute

		80																																																Gunther Schadow		Regenstrief Institute

		81																																																Gunther Schadow		Regenstrief Institute

		82																																																Gunther Schadow		Regenstrief Institute

		83																																																Gunther Schadow		Regenstrief Institute

		84																																																Gunther Schadow		Regenstrief Institute

		85																																																Gunther Schadow		Regenstrief Institute

		86																																																Gunther Schadow		Regenstrief Institute

		87																																																Gunther Schadow		Regenstrief Institute

		88																																																Gunther Schadow		Regenstrief Institute

		89																																																Gunther Schadow		Regenstrief Institute

		90																																																Gunther Schadow		Regenstrief Institute

		91																																																Gunther Schadow		Regenstrief Institute

		92																																																Gunther Schadow		Regenstrief Institute

		93																																																Gunther Schadow		Regenstrief Institute

		94																																																Gunther Schadow		Regenstrief Institute

		95																																																Gunther Schadow		Regenstrief Institute

		96																																																Gunther Schadow		Regenstrief Institute

		97																																																Gunther Schadow		Regenstrief Institute

		98																																																Gunther Schadow		Regenstrief Institute

		99																																																Gunther Schadow		Regenstrief Institute

		100																																																Gunther Schadow		Regenstrief Institute

		101																																																Gunther Schadow		Regenstrief Institute

		102																																																Gunther Schadow		Regenstrief Institute

		103																																																Gunther Schadow		Regenstrief Institute

		104																																																Gunther Schadow		Regenstrief Institute

		105																																																Gunther Schadow		Regenstrief Institute

		106																																																Gunther Schadow		Regenstrief Institute

		107																																																Gunther Schadow		Regenstrief Institute

		108																																																Gunther Schadow		Regenstrief Institute

		109																																																Gunther Schadow		Regenstrief Institute

		110																																																Gunther Schadow		Regenstrief Institute

		111																																																Gunther Schadow		Regenstrief Institute

		112																																																Gunther Schadow		Regenstrief Institute

		113																																																Gunther Schadow		Regenstrief Institute

		114																																																Gunther Schadow		Regenstrief Institute

		115																																																Gunther Schadow		Regenstrief Institute

		116																																																Gunther Schadow		Regenstrief Institute

		117																																																Gunther Schadow		Regenstrief Institute

		118																																																Gunther Schadow		Regenstrief Institute

		119																																																Gunther Schadow		Regenstrief Institute

		120																																																Gunther Schadow		Regenstrief Institute

		121																																																Gunther Schadow		Regenstrief Institute

		122																																																Gunther Schadow		Regenstrief Institute

		123																																																Gunther Schadow		Regenstrief Institute

		124																																																Gunther Schadow		Regenstrief Institute

		125																																																Gunther Schadow		Regenstrief Institute

		126																																																Gunther Schadow		Regenstrief Institute

		127																																																Gunther Schadow		Regenstrief Institute

		128																																																Gunther Schadow		Regenstrief Institute

		129																																																Gunther Schadow		Regenstrief Institute

		130																																																Gunther Schadow		Regenstrief Institute

		131																																																Gunther Schadow		Regenstrief Institute

		132																																																Gunther Schadow		Regenstrief Institute

		133																																																Gunther Schadow		Regenstrief Institute

		134																																																Gunther Schadow		Regenstrief Institute

		135																																																Gunther Schadow		Regenstrief Institute

		136																																																Gunther Schadow		Regenstrief Institute

		137																																																Gunther Schadow		Regenstrief Institute

		138																																																Gunther Schadow		Regenstrief Institute

		139																																																Gunther Schadow		Regenstrief Institute

		140																																																Gunther Schadow		Regenstrief Institute

		141																																																Gunther Schadow		Regenstrief Institute

		142																																																Gunther Schadow		Regenstrief Institute

		143																																																Gunther Schadow		Regenstrief Institute

		144																																																Gunther Schadow		Regenstrief Institute

		145																																																Gunther Schadow		Regenstrief Institute

		146																																																Gunther Schadow		Regenstrief Institute

		147																																																Gunther Schadow		Regenstrief Institute

		148																																																Gunther Schadow		Regenstrief Institute

		149																																																Gunther Schadow		Regenstrief Institute

		150																																																Gunther Schadow		Regenstrief Institute

		151																																																Gunther Schadow		Regenstrief Institute

		152																																																Gunther Schadow		Regenstrief Institute

		153																																																Gunther Schadow		Regenstrief Institute

		154																																																Gunther Schadow		Regenstrief Institute

		155																																																Gunther Schadow		Regenstrief Institute

		156																																																Gunther Schadow		Regenstrief Institute

		157																																																Gunther Schadow		Regenstrief Institute

		158																																																Gunther Schadow		Regenstrief Institute

		159																																																Gunther Schadow		Regenstrief Institute

		160																																																Gunther Schadow		Regenstrief Institute

		161																																																Gunther Schadow		Regenstrief Institute

		162																																																Gunther Schadow		Regenstrief Institute

		163																																																Gunther Schadow		Regenstrief Institute

		164																																																Gunther Schadow		Regenstrief Institute

		165																																																Gunther Schadow		Regenstrief Institute

		166																																																Gunther Schadow		Regenstrief Institute

		167																																																Gunther Schadow		Regenstrief Institute

		168																																																Gunther Schadow		Regenstrief Institute

		169																																																Gunther Schadow		Regenstrief Institute

		170																																																Gunther Schadow		Regenstrief Institute

		171																																																Gunther Schadow		Regenstrief Institute

		172																																																Gunther Schadow		Regenstrief Institute

		173																																																Gunther Schadow		Regenstrief Institute

		174																																																Gunther Schadow		Regenstrief Institute

		175																																																Gunther Schadow		Regenstrief Institute

		176																																																Gunther Schadow		Regenstrief Institute

		177																																																Gunther Schadow		Regenstrief Institute

		178																																																Gunther Schadow		Regenstrief Institute

		179																																																Gunther Schadow		Regenstrief Institute

		180																																																Gunther Schadow		Regenstrief Institute

		181																																																Gunther Schadow		Regenstrief Institute

		182																																																Gunther Schadow		Regenstrief Institute

		183																																																Gunther Schadow		Regenstrief Institute

		184																																																Gunther Schadow		Regenstrief Institute

		185																																																Gunther Schadow		Regenstrief Institute

		186																																																Gunther Schadow		Regenstrief Institute

		187																																																Gunther Schadow		Regenstrief Institute

		188																																																Gunther Schadow		Regenstrief Institute

		189																																																Gunther Schadow		Regenstrief Institute

		190																																																Gunther Schadow		Regenstrief Institute

		191																																																Gunther Schadow		Regenstrief Institute

		192																																																Gunther Schadow		Regenstrief Institute

		193																																																Gunther Schadow		Regenstrief Institute

		194																																																Gunther Schadow		Regenstrief Institute

		195																																																Gunther Schadow		Regenstrief Institute

		196																																																Gunther Schadow		Regenstrief Institute

		197																																																Gunther Schadow		Regenstrief Institute

		198																																																Gunther Schadow		Regenstrief Institute

		199																																																Gunther Schadow		Regenstrief Institute

		200																																																Gunther Schadow		Regenstrief Institute

		201																																																Gunther Schadow		Regenstrief Institute

		202																																																Gunther Schadow		Regenstrief Institute

		203																																																Gunther Schadow		Regenstrief Institute

		204																																																Gunther Schadow		Regenstrief Institute

		205																																																Gunther Schadow		Regenstrief Institute

		206																																																Gunther Schadow		Regenstrief Institute

		207																																																		Regenstrief Institute

		208																																																		Regenstrief Institute

		209																																																		Regenstrief Institute

		210																																																		Regenstrief Institute

		211																																																		Regenstrief Institute

		212																																																		Regenstrief Institute

		213																																																		Regenstrief Institute

		214																																																		Regenstrief Institute

		215																																																		Regenstrief Institute

		216																																																		Regenstrief Institute

		217																																																		Regenstrief Institute

		218																																																		Regenstrief Institute

		219																																																		Regenstrief Institute

		220																																																		Regenstrief Institute

		221																																																		Regenstrief Institute

		222																																																		Regenstrief Institute

		223																																																		Regenstrief Institute

		224																																																		Regenstrief Institute

		225																																																		Regenstrief Institute

		226																																																		Regenstrief Institute

		227																																																		Regenstrief Institute
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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,CCBC,CCOW,CDS,Clinical Statement,CG,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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