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Discussion 

· Finish Study Participation Implementation Guide (IG) ballot reconciliation.  All comments were addressed during the HL7 September 2010 Working Group meeting in Boston, except for Marcelina Hungria’s comments.  Refer to the attached IG ballot reconciliation spreadsheet.
· Most of Marcelina’s comments were accepted except for the following. The IG will be revised with Marcelina’s proposed wording/sentence changes. 

· Date format: 
· ISO requires using dashes with dates – YYYY-MM-DD
· HL7 uses a modified ISO (no dashes) – YYYYMMDD

· It was suggested that we discuss this HL7 leadership (i.e. Chuck Jaffe) to see if HL7 standard will support both format

· Joyce indicated that SDTM uses the dashes

· Service Provider (section 2.3.3) – Marcelina will review this again
· The 3 major changes to the IG are as followed:
1. The Study Participation schema will be located on the FDA website

2. Terminology – there were 10 comments to the IG ballots. 
· Mitra has developed a separate spreadsheet (attached) for terminologies that should be registered with NCI. 

· It was suggested to add an “Appendix” page to the IG for directions on how to look up terminology at NCI
3. Harmonization with CTR&R. Mitra will try to map Study Participation and Study Design to CTR&R. It was also suggested that this mapping work be included on an Appendix page in the IG.
· Study Design Implementation Guide - Will try to get this ballot in May 2011.

· Project Update – 

· The Subject Data standard needs to be reconciled. FDA is in the process of reviewing CDA R2 standard to determine if it contains the Subject Data requirements. If it does not, when will work with Structure Documents to include Subject Data requirements in CDA R3.

· Lise and Jay will be working on drafting a formal test plan. This will be discussed further at the next meeting.

· Patty will solicit the group via email for feedback on changing the meeting time. The meeting will still be held every other Wednesday. Suggested new meeting times – (1) 11:00 – 12:00, (2) 11:30 – 12:30, or (3)12:00 – 1:00.  Will need to check with CTR&R at what time their meetings are being held.
ACTION ITEMS:
1. Mitra will revised the Study Participation IG ballot worksheet and distribute it to the group upon completion of the revisions.
2. Patty will follow-up with FDA staff regarding registering new terminologies with NCI.

3. Patty will check with CTR&R regarding their current meeting time. Will solicit the group for feedback on proposed new meeting time.

Attachments:
1. Study Participation IG submitted for September 2010.

[image: image1.emf]StudyParticipationIG _final_17Jan2011.doc


2. Study Participation IG ballot worksheet discussed during the meeting. (Note: a revised worksheet will be included once it has been completed by Mitra).

[image: image2.emf]Sortedballotcomment s_V3IG_CDISC2MSG_SP_R1_I1_2011_Jan_15.xls


3. Terminology spreadsheet (Mitra)


[image: image3.emf]TerminologiesForStu dyParticipation.xls


Drafted: PGarvey/01-24-2011
_1357453219.xls
Sheet1

				Terminologies needed for Study Participation

				Class		ClassCode		Terminologies needed

		1		Study		CLNTRL

		2		studyActivitiesAtSite		CLNTRL

		3		Subject1		SBJ

		4		ExperimentalUnit		RESBJ

		5		Person		PSN		wholePerson		investigatorPerson

		6		subjectNonPersonLivingSubject		NLIV		wholeNonPersonLivingSubject

		7		Product		MMAT		wholeProduct   codes for various types of products is also needed, like NDC for drugs, GS1 for devices, etc.

		8		Group		RGRP

		9		Member		MBR

		10		subjectNatural		NAT or ENT

		11		asSpecimen		SPEC

		12		asPartOfWhole		PART

		13		primaryPerformer		PPRF or SPRF		Primary or sub-investigator (Secondary Performer)

		14		investigator		CRINV

		15		Licensed Entity		LIC

		16		Organization		ORG

		17		serviceProvider		ROL		rolecodes

		18		SubjectProtectionApproval		REV

		19		ethicalCommittee		COMPAR

		20		commissioningOrganization		ORG
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_1357453220.xls
Submitter

		BALLOT TITLE:										HL7 Version 3 Implementation Guide: Structured Product Labeling, Release 5 (V3IG_SPL_R5_I1_2010SEP) - 1st Informative Ballot

		BALLOT CYCLE:										SEPTEMBER 2010

		SUBMITTED BY NAME:

		SUBMITTED BY EMAIL:

		SUBMITTED BY PHONE:

		SUBMITTED BY ORGANIZATION (if applicable):

		SUBMISSION DATE:

		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 WG		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

		19										Introduction (Marcelina)				Yes		A-S		The Study Participation standard captures information about …itself. Study Participation standard may be used at the start …		The Study Participation message provides information about  …itself. Study Participation message may be sent at the start …								Persuasive						Will reword this										Yes				Marcelina Hungria		0.0

		36		RCRIM								Introduction						A-C		for Study participation files		for study participation files		change capital "S" to lower case "s"						Persuasive						Will fix the font case										Yes				Julia Zhang		Genzyme

		37		RCRIM								Introduction						A-C						There are TWO repositories to store IG, and XML schema: HL7 and FDA sites. How do you keep all material update if two repositories are used? (HL7 and FDA sites)						Not related						The FDA site will have all updated materiasls, since some biopharma companies are not member of HL7 and might not be able to access the HL7 standards repository										Yes				Julia Zhang		Genzyme

		1		RCRIM		??		Study Part IG		2.1		XML Details						A-S						Should show full ISO format with time example.						Persuasive						The <effectiveTime> is the cutoff date of the report, which conforms to ISO 8601 (Format YYYYMMDDHHMMSS). Where YYYY is the year in the Gregorian calendar, MM is the month of the year between 01 (January) and 12 (December), and DD is the day of the month between 01 and 31.  Will expand the XML details to include full ISO date format, including time. It conforms to the HL7 TS data types which is a constraint of the ISO data types										Yes				Wayne Kubick		Phase Forward

		43		RCRIM								2.1						A-C		value="YYYmmDDHHMMSS" … Where YYYY= …; MM=.., DD=…, hh=…, mm=…, ss=…, s=…, TZD=…				In the "Where.." paragraph, MM=.., hh=.., mm=.., ss=.." should match the "value=.." sentence. By the way, there is no "s" and "TZD" in the "value=" sentence.						Persuasive						Will expand the example to include time										Yes				Julia Zhang		Genzyme

		40		RCRIM								2. Study Participation Header						A-C		Study Participation Header		Study Participation Header from Schema		Are you trying to explain the header for the XML file using existed schema?						Persuasive						Yes, Ballot comments refers to: "<?xml version="1.0" encoding="utf-8"?>
<study xmlns:xsi="http://www.w3.org/2001/XMLSchema-instance" xmlns="urn:hl7-org:v3" ITSVersion="XML_1.0" xsi:schemaLocation="urn:hl7-org:v3 StudyParticipation.xsd" classCode="CLNTRL" moodCode="EVN">
<id root="cdisc" extension="V501" />
</study>"										Yes				Julia Zhang		Genzyme

		20										2.1				Yes		A-S		XML details: The instructions at the start of Study Participation are the same for every submission, see below: (From Marcelina)		XML details: The attributes in the <study … > element at the start of Study Participation file are the same for every submission, see below:								Persuasive						Will reword this										Yes				Marcelina Hungria		0.0

		57		RCRIM								2.1						A-T						Change studyid "V501" to "V000" to be consistent with the rest of the document.						Persuasive						Yes. Will fix it within the IG and take the reference to V501 out										Yes				Joyce Hernandez		Merck & Co. Inc

		21										2.1, top of page 2				Yes		A-Q						It appears like a sub-heading for "Study Identification" is missing. Also, in the XML details, should the extension attribute be added?						Pending input from other WG						Extension is there. Just need to change to V000										Yes				Marcelina Hungria		0.0

		22										2.1, top of page 4				Yes		A-Q		Example: 2003-04-01 represents the first day of April in 2003.		Example: 20030401 represents the first day of April in 2003.		The dashes are not as per the format indicated and provide a schema error. I tested with the schema provided. Has the schema changed?						Persuasive						Yes. The schema was changed										Yes				Marcelina Hungria		0.0

		2		RCRIM		??		Study Part IG		2.2		Information						A-C						This definition of a study as an action plan seems odd.  I would think the protocol is the action plan.						Persuasive						This definition is from the study participation DAM.  An action plan for a formal investigation to assess the utility, impact, pharmacological, physiological, and psychological effects of a particular treatment, procedure, drug, device, biologic, food product, cosmetic, care plan, or subject characteristic.

Note: Among other things, the action plan may include the design, statistical considerations and all activities to test a particular hypothesis that is the basis of the study.  The study may be of any type that involves subjects, including prevention, therapeutic, interventional or observational.  Subjects may be biological entities (human, animal, specimen, tissue, organ, etc.) or products. 
The Study Participation RMIM defintion is: Definition: A collector of performed activities in a study including a description of the actual number of study subjects and the start and end dates of enrollment. A performed study occurs after a planned study has been approved for execution. Detailed information about the planned study plan or protocol is collected in the study design message										Yes				Wayne Kubick		Phase Forward

		3		RCRIM		??		Study Part IG		2.2		location						Neg-Mi		The < study> element is a parent of the <study> element				Confusing.  How can it be its own parent?						Persuasive						Agree.  The study class is the entry class, focal class, Will fix this.										Yes				Wayne Kubick		Phase Forward

		77		RCRIM						2.2								A-T		The <study> element is a parent of the <study> element and is the next sibling of the <id> element or <effectiveTime> element.				I don't think an element can be its own parent.						Persuasive						Will fix this										Yes				Diane wold		Glaxo Smith Kline

		4		RCRIM		??		Study Part IG		2.2		XML Details						A-Q						Plese explain meaning of "root" = "cdisc"						Persuasive						The XML message can have multiple IDs, this is one id. The root of cdisc is not a real example.														Wayne Kubick		Phase Forward

		11		RCRIM		??		IG R1		2		2.2						A-C		Study Participagtion location: The <study> element is a parent of the <study> element and is the next sibling of the…		Study Participagtion location: The <study> element is the parent to all entities in this schema.								Persuasive						Will fix this										Yes				William Friggle		sanofi-aventis

		23										2.2				Yes		A-S		Information: …				I suggest to add a note here indicating that the Study Participation message contains the reference to the approved planned study via the <plannedstudy> tag.						Persuasive						A note will be added										Yes				Marcelina Hungria		0.0

		24										2.2 top of page 5				Yes		A-Q		Study Participation location: The < study> element is a parent of the <study> element and is the next sibling of the <id> element or <effectiveTime> element				Is there a heading missing? It seems to be an error in this recursive definition. Is the intention to refer to the Component1 element?						Persuasive						Yes. Will fix this										Yes				Marcelina Hungria		0.0

		25										2.2 top of page 5				Yes		A-S		XML details:				The location of the <component1> section is not before <effectiveTime …> based on the schema. It is the reverse. It needs to be adjusted (unless the schema has changed).						Persuasive						Yes. The schema was changed										Yes				Marcelina Hungria		0.0

		58		RCRIM								2.2						A-S						When you mention study design in the last paragraph, also point out it is documented in a separate IG.						Persuasive						Good point										Yes				Joyce Hernandez		Merck & Co. Inc

		59		RCRIM								2.2						Neg-Mi						Study Participation location:  The description "<study> element is a parent of the <study> element" is confusing.  In reality the first study element encompasses the almost the entire message (everything except the first line of code).						Persuasive						Agree										Yes				Joyce Hernandez		Merck & Co. Inc

		60		RCRIM								2.3						Neg-Mi						This seems to duplicate information in CTR&R.  Can't we just limit the information to what we currently send in the FDA 1572 form to  avoid duplication?						Considered for future use						Need to conduct a gap analysis on what is in this message, not currently in CTR&R														Joyce Hernandez		Merck & Co. Inc

		13		RCRIM		??		IG R1		2		2.3						A-Q		In the "Study Participation location" section the text says that "The <studyActivitiesAtSite> element is a child of the <study> element and is the next sibling of the <Iid> element or <effectiveTime> element."				We may cause confusion by leaving out any mention of the <component1> element and suggesting that <studyActivitiesAtSite> is at the same level as <id>. Shouldn't this be corrected to a more accurate reflection of the schema?						Persuasive						Will add the Component1 element defintion here														William Friggle		sanofi-aventis

		27										2.3				Yes		A-Q		XML details:				Why is site <id> extension attribute left padded with 1 blank here and more blanks or not padded in other places (i.e. source XML, explanations in page 32 and 34)?						Pending input from submitter						There are 2 examples in the Appendix.  The XML Snippets are from the first Appendix														Marcelina Hungria		0.0

		44		RCRIM								2.3						A-C		For example, is chosen …				the sentence is not clear and complete.						Persuasive						will delete this sentence										Yes				Julia Zhang		Genzyme

		26										2.3				Yes		A-S		Information: …				There is a missing noun at the beginning of the 2nd sentence. Also, I suggest to remove the word 'number' since the information provided in the message does not include the # of study subjects but the list of subjects. Certainly the # can be derived.						Persuasive						Will fix this										Yes				Marcelina Hungria		0.0

		12		RCRIM		??		IG R1		2		2.3						A-C		In the "Information" section, "For example, is chosen to participate…"				It would appear that a piece of the sentence is missing from after the parenthesis. Please complete the thought.						Persuasive						Will remove this example.  See No. 5										Yes				William Friggle		sanofi-aventis

		78								2.3								Neg-Mi		For example, is chosen to participate in a study and the time that the first participant is enrolled in the study				Sentence appears to be missing a subject.						Persuasive						Will remove this sentence										Yes				Diane wold		Glaxo Smith Kline

		5		RCRIM		??		Study Part IG		2.3		Information						Neg-Mi		For example, is chosen				Does this mean "subject is chosen?"						Persuasive						Will delete this example										Yes				Wayne Kubick		Phase Forward

		79								2.3								A-S		Ther performed activities in a study include a description of the actual number of study subjects and the stanrt and end dates of enrollment.		Ther performed activities in a study include a description of the actual number of study subjects and the stanrt and end dates of enrollment for each subject.		I think the dates for each subject are what are intended.  That's what examples show.						Persuasive						Will fix this										Yes				Diane wold		Glaxo Smith Kline

		80								2.3								A-Q						The XML details include three <id>-type rows.  The second one is explained as being for the site ID.  What is the first one? What is the last one?						Pending input from submitter						Pending input from the Modeler														Diane wold		Glaxo Smith Kline

		53		RCRIM								2.3.4						A-C		<effectiveTime>; <availabilityTime>				These two bullets should follow their explanation; otherwise, they should not be listed as bullets.						Persuasive						Both these are attributes of SubjectProtectionApproval class. Will add examples of effectiveTime and availabilityTime. 
EffectiveTime: can be used to indicate the time the approval.
AvailabilityTime:														Julia Zhang		Genzyme

		54		RCRIM								2.3.4.1						A-C		<commissioningOrganization>				This bullet should be removed since it did not give any more information.						Persuasive						Agree.										No				Julia Zhang		Genzyme

		6		RCRIM		??		Study Part IG		2.3.1		Terminology						Neg-Mi		Code is either primary or sub investigator.				This seems to relate to investigatory, not experimental unit.						Persuasive						Yes.  Will fix this										Yes				Wayne Kubick		Phase Forward

		74		RCRIM								2.3.1						Neg-Mi		Terminology: Code is either primary or sub investigator.				This section relates to experimental unit. Primary or Subinvestigator are not relavant to Experimental Unit						Persuasive						Will fix this										Yes				Ed Tripp		0.0

		14		RCRIM		??		IG R1		2		2.3.1						A-S		In the first bullet under "XML details" the third sentence seems to be in a different font then the rest of the text.				fix the font to a consistent size						Persuasive						Will fix the font										Yes				William Friggle		sanofi-aventis

		15		RCRIM		??		IG R1		2		2.3.1						A-S		In the first bullet under "XML details" the text explains the population of the <id> root and the extension attributes and yet the sample xml shows the <id> repeated but this is not explained.				It would be useful to explain why the sample has nultiple <id> elements and the fact that multiple <id>s for one experimentalUnit can be captured. ALSO, the wording of this section may suggest that "cdisc" is the expected root value. If this isn't the case, it should also be clarified.						Persuasive						Agree.														William Friggle		sanofi-aventis

		61		RCRIM								2.3.1						A-S						Perhaps we should split this into multiple sections.  One section can cover the reporting of  singular animal subject and the other can focus on groups of animals.						Persuasive						Agree														Joyce Hernandez		Merck & Co. Inc

		62		RCRIM								2.3.1						A-Q						Why can't we just limit subjects to a count by site?  The Status variable seems to be capturing subject disposition which it part of the CDISC SDTM.  The SDTM data is to be submited via another message.						Referred and tracked						The count is derived. Study Participation is needed to make subject data work. So we need all of the subjects										Yes				Joyce Hernandez		Merck & Co. Inc

		81								2.3.1								A-Q						The XML details include a statusCode (blank) and effectiveTime (populated).  From the description below, I would expect statusCode to be populated, and to represent the state for which the effectiveTime is supplied.  Should statusCode be populated, or am I misunderstanding how this works?						Persuasive						I will add a value for StatusCode as well.														Diane wold		Glaxo Smith Kline

		7		RCRIM		??		Study Part IG		2.3.1.2		Terminology						Neg-Mj		None		ANIM?		It seems that CLASCD values should be explained in Terminology section.  This applies to multiple sections of the IG, the examples seem to show coded values from value lists, yet Terminology is consistently set to None.  I don't think the classcd can be free text if you want to achieve interoperability.						Persuasive						Agree.  We need to work on terminologies used in this IG.														Wayne Kubick		Phase Forward

		45		RCRIM								2.3.1.2						A-C		Terminology: None				Please clarify the "Terminology" and other codes used here, such as, classCode, "NonPersonLivingSubject has a classCode of Animal", etc.						Persuasive						Need to add terminologies which will be used for the study participation message														Julia Zhang		Genzyme

		63		RCRIM								2.3.1.2						A-Q						Do we have vocabulary defined for strain?  This will be needed for consistency.						Persuasive						Need to identify the few terminologies needed for the study participation message														Joyce Hernandez		Merck & Co. Inc

		64		RCRIM								2.3.1.2						A-S						Perhaps we should split this into multiple sections.  One section can cover the reporting of singular animal subject and the other can focus on groups of animals.						Persuasive						Great idea. Will break this down														Joyce Hernandez		Merck & Co. Inc

		65		RCRIM								2.3.1.2						A-Q						Don't you need a species variable?  Typically strain is used to denote a particular bacteria or virus.						Persuasive						Will add the species variable to the XML example														Joyce Hernandez		Merck & Co. Inc

		46		RCRIM								2.3.1.3						A-C		<code> paragraph				Can product code be more clarified? Where user can find the correct information?						Persuasive						Yes. This is Unique Device Identifier developed by CDRH, also in SPL R5 IG														Julia Zhang		Genzyme

		66		RCRIM								2.3.1.3						A-S						Since we are including devices as part of Product, don't we need variables for hardware and software version, manufacturer, serial number etc?  Suggest we look at data content already designed by CDISC Devices team and look for any gaps.						Persuasive						Will also look at CPM and ICSR IG for devices														Joyce Hernandez		Merck & Co. Inc

		67		RCRIM								2.3.1.3						A-Q						Is subjectProduct.code aligned with SPL?						Considered - No action required						Yes										Yes				Joyce Hernandez		Merck & Co. Inc

		68		RCRIM								2.3.1.3						Neg-Mj						The code variable description states this is a "family of products".   How can you have a lot number for the family of products?  The variables seem to be at  a conflicting level of granularity.						Persuasive						Agreed and should be removed.										Yes				Joyce Hernandez		Merck & Co. Inc

		47		RCRIM								2.3.1.4						A-C		<memberid>				There is no <memberid> in the example of xml, do you mean <id> within <member> <?member>? Please clarify.						Persuasive						Will fix this.										Yes				Julia Zhang		Genzyme

		48		RCRIM								2.3.1.5						A-C		<WholeNonPersonLivingSubject>				If there is no explanation for this bullet, it probably should not be listed.						Persuasive						Will add an explanation for <WholeNonPersonLivingSubject>										Yes				Julia Zhang		Genzyme

		49		RCRIM								2.3.1.5						A-C		<WholeProduct>				If there is no explanation for this bullet, it probably should not be listed.						Persuasive						Will add an explanation for <WholeProduct>										Yes				Julia Zhang		Genzyme

		50		RCRIM								2.3.1.5						A-C		<WholePerson>				If there is no explanation for this bullet, it probably should not be listed.						Persuasive						Will add an explanation for <WholePerson>										Yes				Julia Zhang		Genzyme

		69		RCRIM								2.3.1.5						A-Q						Does the Natural class also include vaccines?						Considered - No action required						No Vaccine is a product										No				Joyce Hernandez		Merck & Co. Inc

		70		RCRIM								2.3.1.5						Neg-Mj						The XML example shown seems to be relating a specimen to an animal.  How is this related to a part of the subject.  You also have a whole person depicted in the XML   example. I think you need separate snippets of XML code as these seem mutually exclusive.   I attempted to create a sample XML which duplicated your example and it didn't validate against the schema. Also the schema does not mix of WholePerson and WholeProduct.  You need to explain that a lot of the entries are mutually exclusive and show examples with the proper combinations  of elements.  Also mention that only certain combinations are allowed.						Persuasive						Agree. Will breakdown the XML example for each experiemtal unit														Joyce Hernandez		Merck & Co. Inc

		28										2.3.2				Yes		A-S		XML details: … The primaryPerformer has a typeCode of PPRF indicating the participation of the primary performer.		XML details: … The primaryPerformer has a typeCode of PPRF indicating the participation of a primary performer.								Persuasive						Will use the proposed wording										Yes				Marcelina Hungria		0.0

		51		RCRIM								2.3.2						A-C		realmCode				Where realmcode can be found?						Persuasive						Use country codes from ISO.  ISO 3166-1 can be used for the country codes. We will add to the IG										Yes				Julia Zhang		Genzyme

		29										2.3.2.1				Yes		A-S		Information: …				Paragraph is a repeat of the paragraph under 2.3.2. It should be removed or adjusted accordingly.						Persuasive						Will fix this														Marcelina Hungria		0.0

		30										2.3.2.1.1				Yes		A-S		XML details: … The <id> is the unique identifier for the study principal investigator		XML details: … The <id> is the unique identifier for the licensed entity								Persuasive						Will use the proposed wording										Yes				Marcelina Hungria		0.0

		52		RCRIM								2.3.2.1.1						A-C		classCode				Where classCode can be found? It should be a free text, right?						Persuasive						Need to create a list for licensed entities, (MD, board certified, etc.)														Julia Zhang		Genzyme

		8		RCRIM		??		Study Part IG		2.3.2.1.1		Terminology						Neg-Mj		None		LIC?		see previous comment. It seems that CLASCD values should be explained in Terminology section.  This applies to multiple sections of the IG, the examples seem to show coded values from value lists, yet Terminology is consistently set to None.  I don't think the classcd can be free text if you want to achieve interoperability.						Persuasive						Agree.  We need to work on terminologies used in this IG.														Wayne Kubick		Phase Forward

		71		RCRIM								2.3.2.2						A-S						The sample XML shown in this section needs to be part of a primaryPerformer block.  SponsoringOrganization is a dependent on investigator and investigator is a dependent on primaryPerformer. I suggest you show more of the higher level elements so that users of the IG understand where in the schema this block of XML is located.						Persuasive						Will show higher level elements in the XML block														Joyce Hernandez		Merck & Co. Inc

		31										2.3.3				Yes		A-Q		Study Participation location: The <service provider> data element is located in the Study Participation Refined Message Information Model PORT_ST100001UV. This data element is a child of the <studyActivitiesAtSite> element and is the next sibling of the <id> element				Not sure to what <id> element it is referring to. The <id> of the Service Provider is a child element of the element <serviceProvider>						Persuasive						A secondary performer participates in a study and has a role of a service provider.  Will reword this.										Yes				Marcelina Hungria		0.0

		9		RCRIM		??		Study Part IG		2.3.3		Terminology						Neg-Mj		None		SPRF?		see previous comment.  It seems that CLASCD values should be explained in Terminology section.  This applies to multiple sections of the IG, the examples seem to show coded values from value lists, yet Terminology is consistently set to None.  I don't think the classcd can be free text if you want to achieve interoperability.						Persuasive						Agree.  We need to work on terminologies used in this IG.														Wayne Kubick		Phase Forward

		72		RCRIM								2.3.3.1						A-S						The example also needs country and postal code etc.  Addr breaks dowm into several variables.   Question: Do we need provinces for Canada and European counries or is State enough?  I know that the address appears in a number of places.  Perhaps show the lmore detail level in the first code snippet which uses address.						Persuasive						We need to use ISO standards for postal addresses.   We can utilize the ISO 3166-2 for states in the US, provinces in other countries. Telephone number structure follows the Internet Engineering Steering Group RFC 2806. we will add to IG														Joyce Hernandez		Merck & Co. Inc

		73		RCRIM								2.3.6						Neg-Mi						Subject registration data seems to duplicate CTR&R.  I suggest we harmnonize these three messages: SP, SD and CTR&R.  CTR&R can potentially have a lot of overlap with study design.  We should strive to send the data out only once. A clinicaltrials.gov application should be designed to gather information from SP, SD and CTR&R in order to populate their website.						Considered for future use						Agree. This is not an IG issue but projects will work to understand the overlap														Joyce Hernandez		Merck & Co. Inc

		32										2.3.5				Yes		A-S		Study Participation location: The < dataCollection> data element is located in the Study Participation Refined Message Information Model PORT_ST100001UV. This data element is a child of the <studyActivitiesAtSite> element.		Study Participation location: The < dataCollection> data element is located in the Study Participation Refined Message Information Model PORT_ST100001UV. This data element is a child of the <component1> element under the <studyActivitiesAtSite> element.		The additional reference to <component1> should help to provide better context for the location in cases like this where the tag <component1> provided in the XML details could be found under other sections of the message						Persuasive						Will add reference to <component1> here										Yes				Marcelina Hungria		0.0

		33										2.3.6				Yes		A-S		XML details:				2nd bullet should be removed						Persuasive						Will remove the second bullet										Yes				Marcelina Hungria		0.0

		34										2.3.7 & 2.3.7.1				Yes		A-S						Appears somewhat confusing since the <location> element appears as a sub-element as well. Perhaps the 2 sections could be combined and explained within only one section of XML details. The explanation for the <addr> sub-element shouldn't require a separate section since it is more or less self-explanatory.						Persuasive						Will combine the 2 sections in 1 XML detail														Marcelina Hungria		0.0

		10		RCRIM		??		Study Part IG		2.4		Information						Neg-Mi		planned study				Planned study should be in Study Design msg.  Shouldn't this be performed study if it has actual participants?						Persuasive with mod						There is a class in the Study participation RMIM: PlannedStudy										No				Wayne Kubick		Phase Forward

		16		RCRIM								General				Yes		A-S						For better understanding of this technical IG document, I suggest to include a section that contains the list of higher level elements of the schema (main sections of the Study Participation XML message explained in the document). The section could be added after the Introduction and entitled "Study Participation XML Message - Basic Layout". It could facilitate the reference to location of sections of the message and references to child, sibling or parent XML elements.						Persuasive						Good Idea.  Will add higer level elements of the schema														Marcelina Hungria		0.0

		38		RCRIM								General						Neg-Mj						Version control on the schema should be in place, otherwise, people may use wrong version of schema.						Not persuasive with mod						we will model the introduction after the SPL IG.										Yes				Julia Zhang		Genzyme

		39		RCRIM								General						Neg-Mj						This IG is an explanation of a schema, is it suggested that user should download this schema and create a study participation XML? This IG did not guide the user for how to create a study participation XML using the study participation standard.						Persuasive						Will add more details (an appendix) on how to download the schema, and create a study participation XML														Julia Zhang		Genzyme

		41		RCRIM								General						A-C						If the XML details are referenced from appendix, it will be better to say where it can be found. This will help reader to understand better.						Persuasive						agree										Yes

		42		RCRIM								General						A-C						It seems that whole IG using "Information", "Terminology", "Study Participation location" and "XML details" as a structure to explain the guide. It will be better if this structure can be mentioned in the "Introduction", then user will be prepared for accepting this explanation structure.						Persuasive						Yes.   Each class will have 4 items:
1. Information
2. Terminology
3. Location in the RMIM
4. XML Details										Yes				Julia Zhang		Genzyme

		75		RCRIM								General						A-Q						Except for the section on Experimental unit where the terminology reference is not correct, there is no refrenced terminology throughout the IG. Is there no controlled terminology for this standard or were the references omitted?						Persuasive						There are no controlled terminologies used for this standard.														Ed Tripp		0.0

		55		RCRIM								General						Neg-Mi						This IG should guide user for how to find all different codes and terminology.						Persuasive						Need to be added to the IG														Julia Zhang		Genzyme

		56		RCRIM								GENERAL						Neg-Mj						The IG needs a section that describes what are the triggers which cause data to be sent to a regulatory agency.						Persuasive						Will add a trigger event diagram.														Joyce Hernandez		Merck & Co. Inc

		76		RCRIM														A-C						The appendix was much more helpful than the implementation guide itself.																						Yes				Diane wold		Glaxo Smith Kline

		82								Appendix 1								A-C						Color coding within the Example XML stopped after the first couple of dozen lines.						Persuasive						Will continue the color coding										Yes				Diane wold		Glaxo Smith Kline

		83								Appendix 2								A-C						The description of the study in the Introduction is irrelevant to the data included in the study participation message. The only piece of information picked up from this description is the name of the pharmaceutical company.						Persuasive						We will revise														Diane wold		Glaxo Smith Kline

		17										Appendix 2				Yes		A-S		Appendix 2: Example 2: Study Participation Example (US Realm)		Appendix 2: Study Participation Example (US Realm)								Persuasive						Agree, will remove Example 2										Yes				Marcelina Hungria		0.0

		18										Appendix 2				Yes		A-S		Study Participation Examples:		Study Participation Example - Message Details:		All the details and explanation provided does not appear as separate examples but the explanations to sections of the source code provided in Appendix 1						Pending input from submitter						The XML snippets are from the first example.										Yes				Marcelina Hungria		0.0

		35										Appendix 2				Yes		A-S		Study Participation Examples:				To improve readability of the document, I suggest to place the summary description of each XML section consistently either at the top or bottom (preferably at the top). Also, in at least one case "Investigator Name and Address" (page 28) there is no description						Persuasive						Agree. Will be consistent with the XML Section location and will add example for the investigator's name and address														Marcelina Hungria		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 WG		Select the WG 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 WG.  This can include  MnM (Modeling and Methodology) & INM (Infrastructure and Management).  Enter these WGs if you feel the ballot can best be resolved by these groups.  In some situations, chapter specific WGs such as OO (Observation and Orders) and FM (Financial Management) will refer ballot comments to these WGs if they are unable to resolve the ballot comment.  An explanation of the 'codes' used to represent the Ballot WGs 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 WGs 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 WG 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 WG 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 WGs can use to track similar or identical ballot comments.  For example,  if a committee receives 10 identical or similar ballot comments the WG can place a code (e.g. C1) in this column beside each of the 10 ballot comments.  The WG 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 Governance and Operations Manual.  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 WG has agreed to make the requested change, 2) the WG has agreed to make the requested change, but with modification; 3) the WG 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 WG 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 WG 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 WG 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 WG 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 WG 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 WG update the disposition as appropriate when the line item is resolved.

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

				Disposition Comment		Enter a reason for the disposition as well as the context.  Some examples from the CQ WG 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 WG (or disposition WG) that will ensure that any accepted changes are applied to subsequent materials published by the WG (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 WG 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 WG 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 WG you have referred this ballot comment to.

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

				Notes		This is a free text field that WGs 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 WG 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 14.08.01.03 of the HL7 Governance and Operations Manual (GOM) states that if a ballot comment is to be withdrawn that “…the Work Group effecting reconciliation agrees without objection that the poistion expressed by the negative response is persuasive” and therefore WGs must take a vote to accept the comment as persuasive.
  
2. Persuasive with Mod.  The WG 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 WG has accepted the intent of the ballot comment, but has changed the proposed solution 
-The WG has accepted part of the ballot comment, and will make a change to the standard; the other part is not persuasive 
-The WG 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 14.08.01.03 of the HL7 Governance and Operations Manual (GOM) states that if a ballot comment is to be withdrawn that “…the Work Group effecting reconciliation agrees without objection that the poistion expressed by the negative response is persuasive” and therefore WGs must take a vote to accept the comment as persuasive.
  
3. Not Persuasive.  The WG does not believe the ballot comment has merit or is unclear.  Section 14.08.01.02 of the HL7 GOM states that “Approval of a motion to declare a negative response not persuasive shall require an affirmative vote of at least sixty percent (60%) of the combined affirmative and negative votes cast by the Work Group during reconciliation.” A change will not be made to the standard or proposed standard. The WG 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 14.12 of the HL7 GOM.  
Example scenarios include, but are not limited to;
-  the submitter has provided a recommendation or comment that the WG 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 Persuasive with Mod.  The comment was considered non-persuasive by the WG; however, the WG has agreed to make a modification to the material based on this comment.  For example, adding additional explanatory text.  Additional changes suggested by the non-persuaive comment will not be made to the standard or proposed standard. The WG 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 14.12 of the HL7 GOM.
  
5. Not Related.  The WG has determined that the ballot comment is not relevant to the domain at this point in the ballot cycle.  Section 14.08.01.01 of the HL7 GOM states that “Approval of a motion to declare a negative response not related shall require an affirmative vote of at least sixty percent (60%) of the combined affirmative and negative votes cast by the Work Group during reconciliation.”  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 

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

7.  Pending Input from Submitter.  This should be used when the WG 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 WG can track and sort their dispositions more accurately.

8. Pending Input from other WG.  The WG has determined that they cannot give the comment a disposition without further input or a final decision from another WG.  This should be used for comments that do belong to your WG but  require a decision from another WG, such as ArB or MnM.
  
Applicable only to Affirmative Ballot Comments
9. Considered for future use.  The WG, or a representative of the WG (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 WG using the agreed upon procedures. 

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

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

Back to ballot

Back to instructions
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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

		InM		Infrastructure and Messaging		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

		CBCC		Community Based Collaborative Care		MR		Version 3: Medical Records: Composite Privacy Consent Directive, Release 1		Domain

		CDS		Clinical Decision Support		DS		Version 3: Clinical Decision Support, Release 1		Domain

		CS		Clinical Statement		CS		Version 3: Clinical Statement Pattern, Release 1		Domain

		FM		Financial Management		AB		Version 3: Accounting and Billing, Release 1,2		Domain

						CO		Version 3: Coverage, Release 1 (virtual CMET domain)		Domain

						CR		Version 3: Claims and Reimbursement, Release 1, 2, 3, 4		Domain

		II		Imaging Integration		DI		Version 3: Diagnostic Imaging, Release 1		Domain

						II		Version 3: Imaging Integration, Release 1		Domain

		M and M		Modelling and Methodology		RIM		Version 3: Reference Information Model, Release 1, 2		Foundation

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

						CPP		Version 3: Core Principles and Properties		Foundation

						MIF		Version 3: Model Interchange Format		Foundation

						HDF		Version 3: HL7 Development Framework, Release 1		Foundation

		MedRec		Medical Records (now merged with SD)		MR		Version 3: Medical Records, Release 1, 2		Domain

		OO		Orders and Observations		BB		Version 3: Blood Tissue Organ, Release 1		Domain

						CG		Version 3: Clinical Genomics, Release 1		Domain

						CP		Version 3: Common Product Model, Release 1		Domain

						LB		Version 3: Laboratory, Release 1		Domain

						ME		Version 3: Medication, Release 1		Domain

						OB		Version 3: Observations, Release 1		Domain

						OR		Version 3: Orders, Release 1		Domain

						RX		Version 3: Pharmacy, Release 1		Domain

						SP		Version 3: Specimen, Release 1		Domain

						TD		Version 3: Therapeutic Devices, Release 1		Domain

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

						MM		Version 3: Material Management, Release 1		Domain

						SC		Version 3: Scheduling, Release 1		Domain

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

		PM		Personnel Management		PM		Version 3: Personnel Management, Release 1		Domain

		PHER		Public Health / Emergency Response		IZ		Version 3: Immunization, Release 1		Domain

						PH		Version 3: Public Health, Release 1		Domain

						RR		Version 3: Regulated Reporting, 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		RP		Version 3: Regulated Products, Release 1		Domain

						RT		Version 3: Regulated Studies, Release 1		Domain

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

		StructDocs		Structured Documents		CD		Version 3: Clinical Document Architecture, Release 1, 2		Domain

						QM		Version 3: Quality Measures, Release 1		Domain

		Vocab		Vocabulary		Vocabulary (ref)		Version 3: Vocabulary		Foundation

						Glossary (ref)		Version 3: Glossary		Reference

		ArB		Architectural Review Board

		Attach		Attachments

		CCOW		Clinical Context Object Workgroup

		Ed		Education
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<location  typeCode = "LOC" >            <serviceDeliveryLocation  classCode = "SDLOC" >              <location  determinerCode = "INSTANCE"  classCode = "PLC" >                        <id  root = "cdisc"  extension = "633" />                <addr>                  <streetAddressLine> 6431 Fannin Street </streetAddressLine>                  <city> Houston </city>                  <state> TX </state>                  <p ostalCode> 77030 </postalCode>                  <country> USA </country>                </addr>                <locatedEntity   classCode = "LOCE" >                  <locatedPlace  classCode = "PLC"  determinerCode = "INSTANCE" >                    <code>                      <originalTex t> SITE </originalText>                    </code>                  </locatedPlace>                </locatedEntity>                  </location>                       </serviceDeliveryLocation>          </location>  
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1 
Introduction

This document provides technical conformance criteria for study participation files and provides links to additional reference material.  A link to the latest study participation schema and controlled terminologies used in the study participation and other technical documents and examples may be found on the FDA Data Standards Council web site at: 

http://www.fda.gov/ForIndustry/DataStandards/StudyDataStandards/default.htm

The Study Participation message provides information about experimental units, investigators, and other relevant entities that are involved in the conduct of an individual study. A study in this context is any investigation performed to support the safety, effectiveness, or quality of a medical product. As such, the experimental unit of a study can be human, other non-human living subjects, parts of non-human living subjects, groups of nonhuman living subjects, or the medical product itself. Study Participation message may be used at the start of the study, as part of a subsequent update on the study and as part of the final study report.  

The information in the XML Snippets below can also be found in Appendix 1 and 2 (pages 25 and 28) 

2 Study Participation Header


2.1 Stylesheet and schema location 


Information: This information includes the required header information, including the location of the schema, for the study participation message.  

 Terminology: None 

Study Participation location: This information is in the beginning of the Study Participation file. 

XML details: The attributes in the <study … > element at the start of Study Participation file are the same for every submission and are in the following form
: 

[image: image1.jpg]





Information: The study participation message is a collection of performed activities in a study including a description of the actual number of study subjects and the start and end dates of enrollment. 

Terminology: None

Study Participation location: The <id> element is a child of the <study> element.

XML details: The identifying information is in the following form:

[image: image20.emf]LAB Participants


<secondaryPerformer  typeCode = "SPRF" >        <serviceProvider  classCode = "ROL" >          <code  code = "LAB" ></code>          <playingOrganization  classCode = "ORG"  determinerCode = "INSTANCE" >            <name> ACME LABS </name>            <addr>             <city> Port Washington </city>              <country> USA </country>              <state> NY </state>              <streetAddressLine> 120 Rt. 10 </streetAddressLine>              <postalCode> 11050 </postalCode>              </addr>          </playingOrganization>        </serviceProvider>           </secondar yPerformer >      


 

· The <id root> is the object identifier (OID).  The identifier of the performed study. This id will be used when updating information about the performed study.

· The <effectiveTime> is the cutoff date of the report, which conforms to ISO 8601 (Format YYYYMMDDHHMMSS). Where YYYY is the year in the Gregorian calendar, MM is the month of the year between 01 (January) and 12 (December), and DD is the day of the month between 01 and 31.


Example 1: 2003-04-01 represents the first day of April in 2003.

Example 2: 200508021730-0800 represents August 2, 2005, 5:30pm (Pacific Time) 

There are no time zone designators in ISO 8601. Time is only represented as local time or in relation to UTC.

where:


     YYYY = four-digit year


     MM   = two-digit month (01=January, etc.)


     DD   = two-digit day of month (01 through 31)


     hh   = two digits of hour (00 through 23) (am/pm NOT allowed)


     mm   = two digits of minute (00 through 59)


     ss   = two digits of second (00 through 59)


     s    = one or more digits representing a decimal fraction of a second


     TZD  = time zone designator (Z or +hh:mm or -hh:mm)


2.2 Study

Information:  

A collector of performed activities in a study including a description of the actual number of study subjects and the start and end dates of enrollment. 

A performed study occurs after a planned study has been approved for execution. Detailed information about the planned study plan or protocol is collected in the study design message.  There will be a separate implementation guide for the study design message. 

Note: The Study Participation message contains the reference to the approved planned study via the <plannedstudy> tag.

Terminology: None


Study Participation location: The < study> element is the entry class or focal class.  The <study> element is the parent to all entities in this schema.

XML details:   The following is representative coding for <study>:

[image: image21.emf]Investigator Name and Address


<primaryPerformer  typeCode = "PPRF" >             <realmCode   code = "US" />        <investigator  classCode = "CRINV" >          <id  root = "cdisc" />          <code>            <originalText> PRIMARY </originalText>          </code>          <investigatorPerson  classCode = "PSN"  determinerCode = "INSTANCE" >              <typeId  assigningAuthorityName = "ACME Pharmaceuticals" />            <name> Dr. John Smith </name>            <telecom  value = "1713 - 250 - 1987"   />            <addr>              <streetAddressLine> 1701  Post  Oak Road  </streetAddressLine>              <city> Houston </city>              <country> USA </country>              <postalCode> 11706 < /postalCode>              <state> TX </state>            </addr  




· <id> The identifier of the performed study. This id will be used when updating information about the performed study.  (Ex: SDTM StudyID)

· Extension will contain the study identifier used by the sponsor company.  Example: extension="V000"


· The assigningAuthorityName contains the sponsor name.


Example: assigningAuthorityName="ACME Pharmaceuticals"

· <component1> is the relationship between 2 Acts. (Study and StudyActivitiesAtSite), used to link Acts together.  There are various types of link, for ActRelationships. The component1 ActRelationship has the typeCode of <Comp>:Composition : comprises entries.

· <effectiveTime>: Cutoff date to participate in a study.  The data type for the effectiveTime in the study class is GTS (General Timing Specification).

Study Class within the Study Participation Refined Message Information Model (RMIM):
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2.3 Study Activities at Site

Information: The activities for a study that occur at selected sites are captured here.    The performed activities in a study include a description of the actual study subjects and the start and end dates of enrollment for each subject.  

Terminology: None


Study Participation location: The < studyActivitesAtSite > element is a child of the <component1> element and is the next sibling of the <id> element .

XML details: The following is representative coding for <studyActivitiesAtSite>:

[image: image22.emf]Investigator License & Educational Credentials


<asLicensedEntity  classCode = "LIC" >                 <id  assigningAuthorityName = "TX"  extension = "T0120 - 893456" />              <code>                <originalText> LICENSE </originalText>              </code>               <statusCode/>              <effectiveTime></effectiveTime>                         <issuingOrganization  classCode = "STATE"   determinerCode = "INSTANCE" ></issuingOrganization>                            </asLicensedEntity>                     <asLicensedEntity  classCode = "LIC " >                 <id  assigningAuthorityName = "UT Southwest Medical School"  extension = "MD" />              <code>                <originalText> DEGREE </originalText>              </code>              <statusCode/>              <effectiveTime></effectiveTime>                         <issuingOrganization  classCode = "ORG"   determinerCode = "INSTANCE" ></issuingOrganization>                            </asLicensedEntity>    




· <component1> is the relationship between 2 Acts. (Study and StudyActivitiesAtSite), used to link Acts together.  There are various types of link, for ActRelationships. The component1 ActRelationship has the typeCode of <Comp>:Composition : comprises entries. 


· The <id root> is the site id of the study.

· The extension tag under the studyActivitiesAtSite is used to store the site identifier (ex: SITEID of the study) example: extension=”633”.

StudyActivitiesAtSite Class within the Study Participation Refined Message Information Model (RMIM):
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2.3.1 Experimental Unit


Information: The experimental unit is the physical entity which is the primary unit of interest in a study. In an interventional study, the experimental unit is assigned to an intervention. The experimental unit is also the unit of primary statistical analysis. Commonly the individual subject (animal, person or product) is the experimental unit. Different experimental units must be capable of receiving different experimental interventions. Accordingly if all pigs in a pen receive the same intervention in their feed, and the primary observations and analyses of interest are associated with the entire pen (e.g. total feed consumed, total weight of all pigs combined), then the pen of pigs rather than the individual animal is the experimental unit. This means that the statistical analysis may be incorrect if it is assumed that the pig is the experimental unit. In this case the statistical analysis should normally be done using the mean of all the pigs in the pen.


Terminology: The codes for an experimental units are research subject, animal or a product. The coded terminology can be found at NCI EVS. Status code is either active or null. 

Study Participation location: The <experimentalUnit> data element is located in the Study Participation Refined Message Information Model PORT_ST100001UV.  This data element is a child of the <subject1> element and is the next sibling of the <id> element 


XML details: The following is representative coding for <experimentalUnit>:

[image: image23.emf]Study Information


  <?xml version="1.0" encoding="utf - 8"?>   <study  xmlns:xsi = "http://www.w3.org/2001/XMLSchema - instance"   xmlns = "urn:hl7 - org:v3"  ITSVersion = "XML_1.0"   xsi:schemaLocation = "urn:hl7 - org:v3 StudyParticipation.xsd"   classCode = "CLNTRL"  moodCode = "EVN" >      <id  root = "cdisc "  extension = "V 000 "  assigningAuthorityName = "ACME  Pharmaceuticals"   />  




· <subject1> is the participation, which defines the involvement of a Role (experimentalUnit) in an Act (StudyActivitesAtSite). 

· The <id root> is the object identifier (OID).  It identifies the experimental unit at a site.  The identifier that was given to the subject by the site (SUBJID in the CDISC SDTM model) is reported via the extension variable with id root="cdisc".


Example: <id root="cdisc" extension="00001" />

· The <statusCode> : The disposition (state) is represented in the statuscode (e.g.; completed, withdrawn, active, etc) and effective time in experimental unit

· The <effectiveTime> The time period during which the experimental unit is in a particular state at a site in a study.  The subject's study participation timeframe can be stored under effectiveTime within the low and high tags.  The effectiveTime has the data type of IVL <TS>: Interval of Time.

· The <low> and <high> values of the first <effectiveTime> element represent the start and stop times for the experimental unit at a site in a study. The <low> value represents the start time, and the <high> value represents the stop time.

ExperimentalUnit Class within the Study Participation Refined Message Information Model (RMIM):
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2.3.1.1 Subject Person

Information: A human being.

Terminology: None


Study Participation location: The <subjectPerson> data element is located in the Study Participation Refined Message Information Model PORT_ST100001UV.  This data element is a child of the <experimentalUnit> element.

XML details: The following is representative coding for <LivingSubjectPerson>:

[image: image24.emf]Study Participation Message


(Beyond 1572)





Study





Id --------------------------------------------- Sponsor Protocol name





primaryPerformer------------------------- Investigator (primary and 


secondary)





Relam





investigatorPerson





asLicensed entity  -------------------------> Investigator Credentials





secondaryPerformer





serviceProvider





Code





playingOrganization ------------- Labs, IRBS





Component1





studyActivitiesAtSite





Subject1


 ExperimentalUnit ------------------- Subjects





Instantiation





plannedStudy -------------------- Assigning 


Authority,  IND#




· <subjectPerson> is an entity.  Entity is any living or nonliving thing, such as a person, animal, organization, or thing.  It can also represent a group of things. Entities cover the whole universe of: Living things, such as people, animals, plants and microorganisms.  Non living things such as places, manufactured items and chemical substances, abstract things such as organizations. 


· <SubjectPerson> has a classCode, which states that it represents a person (PSN).  It also has a second structural attribute, determinerCode, which is used to help distinguish between an individual instance of an entity, such as a person, a collection of instances, such as all subjects in a clinical trial. 

· The <ID> is a unique identifier for the person in all studies

· The extension under subjectPerson is used to store the subject's unique identifier (USUBJID in the CDISC SDTM model).  

Example:  extension="V000-013_0001_00001" or another example: “COMPOUNDA_STUDY1_44622” are examples of unique subjects in a study.

Living Subject Person Class within the Study Participation Refined Message Information Model (RMIM):
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2.3.1.2 SubjectNonPersonLivingSubject

Information: This class captures a living organism that has membranous cell walls, requires oxygen and organic foods, and is capable of voluntary movement, as distinguished from a plant or mineral or simply a living subject that is not human. (ex: animal, …).

Terminology: None


Study Participation location: The <subjectNonPersonLivingSubject> data element is located in the Study Participation Refined Message Information Model PORT_ST100001UV.  This data element is a child of the <experimental unit> element and is the next sibling of the <LivingSubjectPerson> element.


XML details:  The following is representative coding for <NonPersonLivingSubject>:

[image: image25.emf]Subject Participants


  studyActivitiesAtSite  classCode = "CLNTRL"  moodCode = "EVN" >          <id  root = "cdisc"  extension = "     633"   />          <id  root = "gs"  extension = "4"   />          <subject1  typeCode = "SBJ" >            <experimentalUnit  classCode = "RESBJ" >              <id  root = "cdisc"  extension = "00001"   />              <id  root = "gs"  extension = "202"   />              <effectiveTime  xsi:type = "IVL_TS" >                <low  value = "20011201"   />                <high  value = "20051130"   />              </effectiveTime>              <subjectPerson  determinerCode = "INSTANCE"  classCode = "PSN" >                <id  root = "cdisc"  extension = "V000 - 013_0001_00001"   />              </subjectPerson>            </experimentalUnit>          </subject1>  




· The NonPersonLivingSubject has a classCode of Animal.  

· <id> Uniquely identifies the animal or herd in all studied

· <code> The type or kind of animal

· <quantity> The number or other quantization (e.g., concentration) of individual animals represented

· <name> The species of the animal or animals.  One of the basic units of biological classification and taxonomic rank that specifies a group of organisms that share similar characteristics and can interbreed with one another to produce fertile offspring.   


· <Desc> a textual or media description of the animal

· <strainText>  A string representing a specific genotypic or phenotypic variant of the animal(s)

Living Subject Person Class within the Study Participation Refined Message Information Model (RMIM):
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2.3.1.3 Product


Information: A product, (ex: a device or pill) could be the experimental unit of the study.

Terminology: None


Study Participation location: The <product> data element is located in the Study Participation Refined Message Information Model PORT_ST100001UV.  This data element is a child of the <experimentalUnit> element and is the next sibling of the <subjectNonPersonLivingSubject > element 


XML details: The following is representative coding for the <Product> class:

[image: image26.emf]IRB Participants


<subject2  typeCode = "SUBJ" >            <subjectProtectionApproval  classCode = "REV"  moodCode = "PERM" >              <id/>              <verifier  typeCode = "VRF" >                <ethicalCommittee  classCode = "COMPAR" >                  <commissioningOrganization  classCode = "ORG"   determinerCode = "INSTANCE" >                    <name> TEXAS IRB </name>                    <addr>                       <streetAddressLine> 101 Houston St. </streetAddressLine>                      <city> Houston </city>                      <state> TX </state>                      <postalCode> 77040 </postalCode>                    </addr>                  </commissioningOrganization>                </ethicalCommittee>              </verifier>                       </subjectProtectionApproval>          </subject2>         




· <id> The unique identifier of the material/product playing the role of an experimental unit

· <code> The code that identifies the product kind.  The value for this attribute indicates the particular type of package that is being provided. Here it provides the package product code. For drugs in the US, this is the NDC number.  The National Drug Code (NDC) comes from the FDA NDC System.  The NDC code specifies the product code for a packaged product.  ISBT-128 site and product codes are for licensed minimally manipulated cell products. GS1 GTIN and HIBCC codes are used for device item codes or Unique Device Identifiers (UDI). 

· <quantity>  Number (e.g., 12) or quantity (e.g., 10 g) of product(s) represented. 


· <name> The name of the product

· <formcode> A value representing the state (solid, liquid, gas) and nature of the material. Examples: For therapeutic substances, the dose form, such as tablet, ointment, gel, etc.  For containers, and indication of the package type.

· <lotNumberText>  An alphanumeric string used to identify a particular batch of product.

Product Class within the Study Participation Refined Message Information Model (RMIM):
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2.3.1.4 Group


Information: A group is a collection of biologic entities.  In animal studies many animals can be a member of the experimental unit (group). For example, the pen is the experimental unit and there are 6 pigs in a pen.   When the quantity of animal is greater than one then animal represents a group of non-human living subjects. UsageNotes: Used to calculate number of experimental units.

Terminology: None


Study Participation location: The <group> data element is located in the Study Participation Refined Message Information Model PORT_ST100001UV.  This data element is a child of the <experimentalUnit> element.

XML details: The following is representative coding for the Subject <Group> class:



· <id> The unique identifier of the group

· <quantity> Describes the physical quantity of the group (e.g. tank volume combined with density of the fish, pigs in the pen)

· <member> In animal studies, many animals can be a member of the experimental unit. For example, the 6 pigs in a pen are, as a group, the experimental unit.

· <id> (in the Member Role) is the identifier of the member in the group

· <MemberNonPersonLivingSubject> An animal is an example of a MemberNonPersonLivingSubject. 


· <MemberProduct> Example; Device, vaccine, …

· <MemberPerson>

Group Class within the Study Participation Refined Message Information Model (RMIM):
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2.3.1.5 Natural


Information:  Natural is an experimental unit, that is a specimen (detached) or is an attached part of an organism or tissue.  Any individual living (or previously living) being are examples of the Natural class.

Terminology: None


Study Participation location: The <Natural> data element is located in the Study Participation Refined Message Information Model PORT_ST100001UV.  This data element is a child of the <experimentalUnit> element.

XML details: The following is representative coding for the Subject <Natural> class:

· <id> Unique identifier for the Natural experimental unit

· <asSpecimen> The type of specimen or body part


· <asPartOfWhole> The type of specimen or body part


· <WholeNonPersonLivingSubject>

· <WholeProduct>


· <WholePerson>

Natural Class within the Study Participation Refined Message Information Model (RMIM):
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2.3.2 Investigators

Information: A researcher in a study who oversees aspects of the study, such as concept development, protocol writing, protocol submission for IRB approval, participant recruitment, informed consent, data collection, analysis, interpretation and presentation. A study can have one study primary investigator, although this is not required. There is one site primary investigator for each site for a study. There could be many sub-investigators for a study site.


Usage notes: Only add the investigator once. Refer to the investigator by id.

Terminology: Code is either primary or sub investigator. Status code is either active or null. 


Study Participation location: The < investigator> data element is located in the Study Participation Refined Message Information Model PORT_ST100001UV and is the next sibling of the <id> element 


XML details: The following is representative coding for the <investigator> class:

      

· The primaryPerformer has a typeCode of PPRF indicating the participation of a primary performer.  

· The realmCode could be US or another country, region.  ISO 3166-1 can be used for the country codes.

· Investigator with a classCode of clinical research investigator. 


· The <id > is the unique identification given to a study investigator by a study sponsor.

· The <code> determines if the investigator is primary or sub. Either principal investigator for the study, primary investigator for the site or sub-investigator for either the study or site. The value set will be different based if this is a site investigator or study investigator.  Constraint: invariant( x) { x.primary.count = 1; }

· You can indicate whether an investigator is "PRIMARY" or "SUBINVESTIGATOR" via the originalText tag. "SUBINVESTIGATOR" is the encoded value used to denote secondary investigators.


· The <statusCode> determines if the investigator is active.  The state of the investigator's involvement in the study. This attribute is used to determine when investigators are involved in the study and should be used with effectiveTime.

· The <effectiveTime> is the time when the investigator was active or not.  The start date and end date (if applicable) of this stage of the investigator's involvement in the study.

Investigator Class within the Study Participation Refined Message Information Model (RMIM):
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2.3.2.1 Investigator Person

Information: A researcher in a study who oversees aspects of the study, such as concept development, protocol writing, protocol submission for IRB approval, participant recruitment, informed consent, data collection, analysis, interpretation and presentation. A study can have one study primary investigator, although this is not required. There is one site primary investigator for each site for a study. There could be many sub-investigators for a study site.


Terminology: None


Study Participation location: The <investigatorPerson> data element is located in the Study Participation Refined Message Information Model PORT_ST100001UV.  This data element is a child of the <Investigator> element and is the next sibling of the <effectiveTime> element 


XML details: The following is representative coding for the <investigatorPerson> class:



· The <name> is the name of the investigator

· The <telecom> is a collection of telephone numbers (voice or fax), e-mail addresses, or other locators for a resources mediated by telecommunication equipment.

· The <addr> postal and/or physical address of a Person, which includes    


 

<streetAddressLine> street address<streetAddressLine>

<city> city </city>


<country> country </country>


<postalCode> postalCode </postalCode>


<state> state </state>

Note: ISO 3166-1 is used for the country codes. Postal service provides the two letter state codes for US addresses. For non US addresses, no specific terminologies are defined. Telephone number structure follows the Internet Engineering Steering Group RFC 2806.

InvestigatorPerson Class within the Study Participation Refined Message Information Model (RMIM):
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2.3.2.1.1 Licensed Entity

Information: A licensed entity is a skill, achievement, etc, that demonstrates that a person is capable or suitable to do a job etc.


Terminology: Licensed Entity (LIC).  

Study Participation location: The <asLicensedEntity> data element is located in the Study Participation Refined Message Information Model PORT_ST100001UV.  This Licensed Entity is a role for an issuing organization.  

XML details: The following is representative coding for the <LicensedEntity> class:



· The <id> is the unique identifier for the licensed entity

· The <code> identifies the type of qualifications (e.g. MD, board certifications, etc.)

· The <statusCode> Specifies if the qualification is active

· The <effectiveTime> is the time when the investigator was active or not

· The <issuingOrganization> is the organization who has issued the license. 


Licensed Entity Class within the Study Participation Refined Message Information Model (RMIM):
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2.3.2.2 Study Site (Sponsoring Organization)

Information: Represents all of the activities that are done at a specified site.  


Terminology: None


Study Participation location: The <sponsoring organization> data element is located in the Study Participation Refined Message Information Model PORT_ST100001UV.  

XML details: The following is representative coding for the <sponsoringOrganization> class:



· The <id> is the unique identifier for the sponsoring organization.


· The <name> is the name for the sponsoring organization

· The <telecom> determines the telecom information for the organization, example: telephone, fax number, etc.

· The <addr> is the address for the sponsoring organization.

Sponsoring Organization Class within the Study Participation Refined Message Information Model (RMIM):
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2.3.3 Service Provider 

Information: There are many service providers that are involved in a study. It is important to list some, not all, service providers involved in a study. For example, this information could be used to find all contract research organizations involved in all active studies. Usage Notes: Could be a Clinical Research Organization (CRO), Data Safety Monitoring Board (DSMB), Central Lab, etc.

Terminology: The service provider can be a CRO, DSMB or central lab.  

Study Participation location: The <service provider> data element is located in the Study Participation Refined Message Information Model PORT_ST100001UV.    A secondary performer participates in a study and has a role of a service provider.

XML details: The following is representative coding for the <serviceProvider> class:



· The <id> is the identifier for the service provider

· The <code> is the type of service the organization is providing (e.g. contract monitoring, independent safety monitoring board, etc.)

· The <statusCode> indicates the state of the organization in the study (e.g. active)

· The <effectiveTime> is the start and the end time of the organization in a specified state.

Service Provider Class within the Study Participation Refined Message Information Model (RMIM):
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2.3.3.1 Playing Organization 

Information: An organization that devotes some or all of its resources (people, places, things) to the delivery of healthcare services (including the financial and administrative management of those resources) is the definition for the playing organization class.  A healthcare facility may be manifest as a single physical location (e.g. building), or, alternatively, as a distributed collection of physical spaces.

Terminology: None


Study Participation location: The <playing organization> data element is located in the Study Participation Refined Message Information Model PORT_ST100001UV.  


XML details:  The following is representative coding for the <playingOrganization> class:



· The <id> The identifier for the organization (could be a DUNS number)

· The <name> the name of the organization

· The <telecom> determines the value for the particular telecommunication address.  

· <addr> is the postal and/or physical address of the organization.

Playing Organization Class within the Study Participation Refined Message Information Model (RMIM):
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2.3.4 Subject Protection Approval


Information: The purpose of a subject protection approval (by an Institutional review board (IRB), independent ethics committee (IEC) or ethical review board (ERB)) is to assure, both in advance and by periodic review, that appropriate steps are taken to protect the rights and welfare of humans participating as subjects in a research study. To accomplish this purpose, ethical committees review research protocols and related materials (e.g., informed consent documents and investigator brochures) to ensure protection of the rights and welfare of human subjects of research. The chief objectives of every ethical committee protocol review are to assess the scientific merit of the research and its methods, to promote fully informed and voluntary participation by prospective subjects who are themselves capable of making such choices (or, if that is not possible, informed permission given by a suitable proxy) and to maximize the safety of subjects once they are enrolled in the project.

Terminology: None


Study Participation location: The <subjectProtectionApproval> data element is located in the Study Participation Refined Message Information Model PORT_ST100001UV.  This data element is a child of the < studyActivitiesAtSite> element and is the next sibling of the <id> element

XML details: The following is representative coding for the <playingOrganization> class:



· The <id> is an object identifier (OID).


· The <effectiveTime>: The effective time can be used to signify withdrawal of approval. A lower (when approval is granted) and upper range (when approval is withdrawn) could be used here.

· The <availabilityTime> 

SubjectProtectionApproval Class within the Study Participation Refined Message Information Model (RMIM):
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2.3.4.1 Ethical Committee

Information: An ethical committee is a board that approves monitors and reviews biomedical research to protect the rights, safety and welfare of the subjects. An Ethical Committee performs critical oversight functions for research conducted on human subjects that are scientific, ethical, and regulatory.

Terminology: None


Study Participation location: The <commissioningOrganization> data element is located in the Study Participation Refined Message Information Model PORT_ST100001UV.  


XML details:  The following is representative coding for the <ethicalCommittee> class:



· The <commissioningOrganization> has <id>, <name>, <telecom> and <address>. 


EthicalCommittee Class within the Study Participation Refined Message Information Model (RMIM):
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2.3.5 Data Collection

Information: Sites can be actively collecting data. The data collection status of the study cannot be calculated from the data collection statuses of its sites, since it is possible that all current sites are closed for data collection but a new site will be opening soon.

Terminology: None


Study Participation location:  The < dataCollection> data element is located in the Study Participation Refined Message Information Model PORT_ST100001UV. This data element is a child of the <component1> element under the <studyActivitiesAtSite> element. 

XML details:  The following is representative coding for the <datacollection> class:

· The <statusCode> determines the data collection status of a site.

· The <effectiveTime> is the time captured to identify if the site is actively collecting data or not. 

DataCollection Class within the Study Participation Refined Message Information Model (RMIM):
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2.3.6 Registration Event

Information: Registration event captures the status of finding and enrolling appropriate subjects (those selected on the basis of the protocol's inclusion/exclusion criteria) into a study.  Subject enrollment ends when the planned number of subjects is reached. The accrual status of the study cannot be calculated from the accrual statuses of its sites, since it is possible that all current sites are closed for accrual but a new site will be opening soon.  

Terminology: None


Study Participation location:  The < registrationEvent> data element is located in the Study Participation Refined Message Information Model PORT_ST100001UV.  This data element is a child of the <studyActivitiesAtSite> element.


XML details:



· The <statusCode> determines what state the study is in respect to the accrual of subjects (e.g. open, closed, pending)

· <effectiveTime> Time the study was in a certain state

2.3.7 Service Delivery Location

Information: The Service delivery location is the location, in which study activities are conducted.   For example, the site where the subject encounter occurs, or the site of the Investigator.

Terminology: None


Study Participation location:  The < location> data element is located in the Study Participation Refined Message Information Model PORT_ST100001UV.  This data element is a child of the <ServiceDeliveryLocation> element.


XML details:



· The <location> determines if the investigator is active


· The <effectiveTime> is the time when the investigator was active or not

2.3.7.1 Location

Information: The location for where the site can be found or the information used to identify where to send physical items.  

Terminology: None

Study Participation location:  The < address> data element is located in the Study Participation Refined Message Information Model PORT_ST100001UV.  This data element is a child of the <location> element.


XML details:



· The <addr> for the location

· The <country> is used to identify the country.

2.4 Planned Study


Information: A planned study describes the objective(s), background, and/or plan, including the design, methodology, statistical considerations, organization, or other supplemental materials. A planned study is a collection planned activities, observations, interventions, assessments, description of the planned number of study subjects, the duration of their participation in the study as well as the layout of arms and epochs. This includes all activities planned to test a particular hypothesis regarding the safety, effectiveness, and/or quality of a, drug, device, procedure, or system. A planned study is created before a study starts. A planned study involving humans is usually submitted to an ethical committee (e.g. IRB) for review and approval before the study is executed.  


At most one performed study is in fulfillment of a planned study. The performed study is the execution of the Planned Study.

Terminology: None


Study Participation location: The < plannedStudy > element is a child of the <study> element.

XML details: 



· The <id> identifies the study. This Id is used to link to the performed study and to perform protocol amendments.

Appendix 1: Example XML Study Participation Source

<?xml version="1.0" encoding="utf-8"?>

<study xmlns:xsi="http://www.w3.org/2001/XMLSchema-instance" xmlns="urn:hl7-org:v3" ITSVersion="XML_1.0" xsi:schemaLocation="urn:hl7-org:v3 http://www.fda.gov/downloads/ForIndustry/DataStandards/StudyDataStandards/UCM217267.zip " classCode="CLNTRL" moodCode="EVN">


<id root="cdisc" extension="V000"/>


<primaryPerformer typeCode="PPRF">



<realmCode code="US"/>



<investigator classCode="CRINV">




<id root="cdisc"/>




<code/>




<investigatorPerson classCode="PSN" determinerCode="INSTANCE">





<name>Dr. John Smith</name>





<telecom value="1713-250-1987"/>





<addr>

<streetAddressLine>1701  Post  Oak Road </streetAddressLine>






<city>Houston</city>






<country>USA</country>






<postalCode>11706</postalCode>






<state>TX</state>





</addr>





<asLicensedEntity classCode="LIC">






<id assigningAuthorityName="TX" extension="T0120-893456"/>






<statusCode/>






<effectiveTime/>

<issuingOrganization classCode="STATE" determinerCode="INSTANCE"/>





</asLicensedEntity>




</investigatorPerson>



</investigator>



</primaryPerformer>


<secondaryPerformer typeCode="SPRF">




<serviceProvider classCode="ROL">





<id/>





<statusCode/>





<effectiveTime/>





<playingOrganization classCode="ORG" determinerCode="INSTANCE">






<id/>





</playingOrganization>




</serviceProvider>



</secondaryPerformer>



<component1 typeCode="COMP">




<studyActivitiesAtSite classCode="CLNTRL" moodCode="EVN">





<id root="cdisc" extension="     633"/>





<id root="gs" extension="4"/>





<subject1 typeCode="SBJ">






<experimentalUnit classCode="RESBJ">







<id root="cdisc" extension="00001"/>







<id root="gs" extension="202"/>







<effectiveTime xsi:type="IVL_TS">








<low value="20011201"/>








<high value="20051130"/>







</effectiveTime>






<subjectPerson determinerCode="INSTANCE" classCode="PSN">








<id root="cdisc" extension="V000-013_0001_00001"/>







</subjectPerson>






</experimentalUnit>





</subject1>





<subject1 typeCode="SBJ">






<experimentalUnit classCode="RESBJ">







<id root="cdisc" extension="00002"/>







<id root="gs" extension="203"/>







<effectiveTime xsi:type="IVL_TS">








<low value="20011205"/>








<high value="20051204"/>







</effectiveTime>






<subjectPerson determinerCode="INSTANCE" classCode="PSN">








<id root="cdisc" extension="V000-013_0001-00002"/>







</subjectPerson>






</experimentalUnit>





</subject1>





<subject1 typeCode="SBJ">






<experimentalUnit classCode="RESBJ">







<id root="cdisc" extension="00003"/>







<id root="gs" extension="204"/>







<effectiveTime xsi:type="IVL_TS">








<low value="20011207"/>








<high value="20051206"/>







</effectiveTime>






<subjectPerson determinerCode="INSTANCE" classCode="PSN">








<id root="cdisc" extension="V000-013_0001-00003"/>







</subjectPerson>






</experimentalUnit>





</subject1>





<subject1 typeCode="SBJ">






<experimentalUnit classCode="RESBJ">







<id root="cdisc" extension="00004"/>







<id root="gs" extension="205"/>







<effectiveTime xsi:type="IVL_TS">








<low value="20011201"/>








<high value="20051130"/>







</effectiveTime>






<subjectPerson determinerCode="INSTANCE" classCode="PSN">








<id root="cdisc" extension="V000-013_0001-00004"/>







</subjectPerson>






</experimentalUnit>





</subject1>





<subject1 typeCode="SBJ">






<experimentalUnit classCode="RESBJ">







<id root="cdisc" extension="00005"/>







<id root="gs" extension="206"/>







<effectiveTime xsi:type="IVL_TS">








<low value="20011201"/>








<high value="20051130"/>







</effectiveTime>






<subjectPerson determinerCode="INSTANCE" classCode="PSN">








<id root="cdisc" extension="V000-013_0001-00005"/>







</subjectPerson>






</experimentalUnit>





</subject1>





<subject1 typeCode="SBJ">






<experimentalUnit classCode="RESBJ">







<id root="cdisc" extension="00006"/>







<id root="gs" extension="207"/>







<effectiveTime xsi:type="IVL_TS">








<low value="20041201"/>








<high value="20081130"/>







</effectiveTime>






<subjectPerson determinerCode="INSTANCE" classCode="PSN">








<id root="cdisc" extension="V000-013_0001-00006"/>







</subjectPerson>






</experimentalUnit>





</subject1>





<location typeCode="LOC">






<serviceDeliveryLocation classCode="SDLOC">






<location determinerCode="INSTANCE" classCode="COUNTRY">








<addr>









<country>USA</country>








</addr>







</location>






</serviceDeliveryLocation>





</location>




</studyActivitiesAtSite>



</component1>



<instantiation typeCode="INST">




<plannedStudy classCode="CLNTRL" moodCode="DEF">





<id root="cdisc" extension="V000"/>




</plannedStudy>



</instantiation>


</study>


Appendix 2: Study Participation Example (US Realm)


Background

This section will describe how to map the data typically collected in FDA Form 1572 to the HL7 Study Participation Message through a series of examples.   We will start with an explanation of the major sections of the FDA Form 1572.  Next we will review the overall structure of the Study Participation Message with an emphasis on showing how it relates to sections of FDA Form 1572.


The rest of this section will present portions of the Study Participation Message to illustrate how data collected via Form 1572 maps to the HL7 XML structure.


Note:  The terms trial and study will be used interchangeably within the context of this document.


Prerequisites:  This section of the implementation guide assumes that the reader is familiar with basic concepts of XML data structures as well as study participation reporting requirements as dictated by the regulatory agency in their geographical area.  The examples will use the FDA form, however the use of the message structure for reporting participation could be applied to other regulatory agencies.


While most of the data carried in the HL7 Study Participation Message is not typically reported in the Clinical Data Interchange Standards Consortium (CDISC) Study Data Tabulation Model (SDTM) format to regulatory authorities, there are a few instances of overlap between the two standards.  In order to clarify the actual data item being reported we do make a few references to the CDISC model.  


Information about the CDISC model can be obtained via:  http://www.cdisc.org/sdtm.


Cervical Intraepithelial Neoplasia – Warts Efficacy Trial in Women (V000)


Introduction:


The sample data used to illustrate use of the study participation message is related to a cancer study use case described below.

Acme Pharmaceutical plans to test the effects of a vaccine V000 as a preventive measure against cervical cancer, cervical dysplasia, including Cervical Intraepithelial Neoplasia (CIN) – {any grade} and Adenocarcinoma In Situ and genital warts. The study utilizes randomized allocation of subjects, with a placebo control group. It is an efficacy study which uses a Parallel Assignment intervention model.  It is phase III prevention study which utilizes double-blind design.  


Regulatory Form Example:

Regulatory agencies need to know the primary parties who will be conducting a trial and ensuring the safety of the study subjects. There is typically a reporting mechanism such as a form utilized to collect this information.  For the purposes of our example we will use the FDA form 1572 (shown in the diagram above).


The form has an investigator section where the names, addresses and education/professional qualifications for conducting clinical trials can be entered for each of the primary and secondary investigators.   There is also a section to identify the research sites which will participate in the conduct of the study. Additionally there are sections to collect name and address information for participating laboratories and institutional review boards.  The Protocol section identifies the study along with a regulatory agency issued identifier (in this case an IND).


Study Participation Format:


The diagram above shows the overall structure for the HL7 Study Participation Message.  It has five major sections as follows:


· Id is where the sponsor can store the protocol name.


· primaryPerformer contains information for the investigators (both primary and secondary)


· secondaryPerformer is used to identify the labs and IRBs participating in a study.


· Under component1 there is a hierarchy ending in Experimental Unit where the participating subjects may be recorded.


· The IND and the assigning authority are located in plannedStudy under Instantiation.


Study Participation Example: Message Details



The XML snippet above shows the top portion of the Study Participation XML Message.  The data is mapped as follows:


· Hardcode values include:


· <study xmlns:xsi="http://www.w3.org/2001/XMLSchema-instance" xmlns="urn:hl7-org:v3" ITSVersion="XML_1.0" xsi:schemaLocation="urn:hl7-org:v3 StudyParticipation.xsd" classCode="CLNTRL" moodCode="EVN">

· <id root="cdisc"

· extension will contain the study identifier used by the sponsor company.  This identifier is identical to the STUDYID used in CDISC SDTM domains. 


Example: extension="V000"

· The assigningAuthorityName contains the sponsor name.


Example: assigningAuthorityName="ACME Pharmaceuticals"



These items are hardcoded:


· <primaryPerformer typeCode="PPRF">    

·   <realmCode  code="US"/>

·   <investigator classCode="CRINV">

·   <id root="cdisc"/>

·   <investigatorPerson classCode="PSN" determinerCode="INSTANCE">

· You can indicate whether an investigator is "PRIMARY" or "SUBINVESTIGATOR" via the originalText tag. "SUBINVESTIGATOR" is the encoded value used to denote secondary investigators.


· AssigningAuthority can be used to designate who is reporting the investigator information.


· Example: <typeId assigningAuthorityName="ACME Pharmaceuticals"/>

· The investigator name appears after the <name> tag.


· Telecom contains the phone contact information for the investigator


· Example: <telecom value="1713-250-1987" />

· Under <addr> are the streetAddressLine, city, country, state and postalCode for an investigator.


Note: All education and credential data associated with a particular investigator will fall under the investigator tag above.  Additional investigators would require a new instance of the investigator tag.


The figure below shows how investigator credentials such as a physician's license issued by a state or medical degree conferred by a university are reported via the Study Participation Message.




Data is mapped as follows:


· Hard-coded items include


· <asLicensedEntity classCode="LIC">  

·   determinerCode="INSTANCE"     as appears under issuingOrganization.     

· originalText is used to designate the type of credential (e.g. LICENSE or DEGREE etc.).

· statusCode may be used to indicate whether a credential status is currently active, if this data is collected.

· effectiveTime could be used to indicate the date the credential was obtained by or conferred on an investigator, if this data is collected.

· assigningAuthority indicates who conferred the credential. Examples: a particular state confers a physician's license or a specific university confers a medical degree. 

· issuingOragnization identifies the type of organization conferring the credential.
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<asLicensedEntity  classCode = "LIC" >                 <id  assigningAuthorityName = "Texas Medical Board"   extension = "ONCOLOGIST" />              <code>                <originalText> BOARD CERTIFIED </originalText>              </code>              <statusCode/>              <effectiv eTime></effectiveTime>                         <issuingOrganization  classCode = "STATE"   determinerCode = "INSTANCE" ></issuingOrganization>                            </asLicensedEntity>             </investigatorPerson>  




The coding snippet shown above provides an example of how to report medical board credentials held by investigators.  In this example, a primary investigator is a board-certified oncologist in the state of Texas.


Mappings are as follows:


· Hardcoded items are:


·  Under asLicensecEntity classcode="LIC"


· determinerCode="INSTANCE" 


· assigningAuthorityName is the Texas Medical Board.


· The medical discipline is designated via the extension tag.


· orginalText is used to designate "BOARD CERTIFIED"


· issuingOrganization is used to identify the type of organization which issued the credential.


· statusCode can be used to indicate whether the credential is "active" if this data is collected.


· effectiveTime can be used to designate the date a credential was issue if this data is collected.




In the example shown above, the secondaryPerformer is used to report on a participating laboratory.


Mapping is done as follows:


· Hard-coded items include:


·     <secondaryPerformer typeCode="SPRF">

·      serviceProvider classCode="ROL">

·      <code code="LAB"></code>

·      <playingOrganization classCode="ORG" 

·       determinerCode="INSTANCE">

e  


· The name of the lab is designated via the <name> tag.


· The location of the lab can be reported under the <addr> tag and includes:  streetAddressline, state, city, postalCode.




Subject participants can be sent in the HL7 message via the experiementalUnit section under the subject1 tag as shown in the figure above.


The mapping to the HL7 Study Participation Message is as follows:


·  Hard-coded items include:


· <subject1 typeCode="SBJ">

· <experimentalUnit classCode="RESBJ"

· <id root="cdisc"

· <id root="gs" extension="4" />

·   <effectiveTime xsi:type="IVL_TS">

·   <subject1 typeCode="SBJ">

· <experimentalUnit classCode="RESBJ">

· The extension tag under the studyActivities line is used to store the site identifier (CDISC SDTM SITEID).


· The extension under subjectPerson is used to store the subject's unique identifier (USUBJID in the CDISC SDTM model).


Example:  extension="V000-013_0001_00001"

· The identifier that was given to the subject by the site (SUBJID in the CDISC SDTM model) is reported via the extension variable with id root="cdisc".


Example: <id root="cdisc" extension="00001" />

· The subject's study participation timeframe can be stored under effectiveTime within the low and high tags.




The example above shows how to report IRB information to a regulatory agency.


Mapping is done as follows:


· Hard-coded items:


·   <subject2 typeCode="SUBJ">

·   <subjectProtectionApproval classCode="REV" moodCode="PERM">

·   <verifier typeCode="VRF">

·   <ethicalCommittee classCode="COMPAR">

·   <commissioningOrganization classCode="ORG" determinerCode="INSTANCE">

· Under commissioningOrganization we have the name of the IRB.


· Under <addr> we have the streetAddressLine, state and postal code.


The figure above shows how information about study sites would be represented in the HL7 Study Participation Message.


Mappings are as follows:


· Extension on the id line will contain the site identifier (SITEID).


Example:  extension="633"

· The street number, name, city, state, postal code, country are store under the <addr> tag.


· Hard-coded items include:


· <location determinerCode="INSTANCE" classCode="PLC">     

· <id root="cdisc"

·  <locatedEntity  classCode="LOCE">

·  <locatedPlace classCode="PLC"  determinerCode="INSTANCE">

<?xml version="1.0" encoding="UTF-8"?>







<study " xmlns="urn:hl7-org:v3" 



xmlns:xsi="http://www.w3.org/2001/XMLSchema-instance”



ITSVersion="XML_1.0" 



xsi:schemaLocation="urn:hl7-org:v3 http://www.fda.gov/downloads/ForIndustry/DataStandards/StudyDataStandards/UCM217267.zip " classCode="CLNTRL" moodCode="EVN">



<id root="cdisc" extension="V000" />



</study>







 <id root="XXXXXXXX-XXXX-XXXX-XXXX-XXXXXXXXXXXX">



       <effectiveTime value="YYYYmmDDHHMMSS"/>







<study xmlns:xsi="http://www.w3.org/2001/XMLSchema-instance" 



    xmlns="urn:hl7-org:v3"  ITSVersion="XML_1.0" classCode="CLNTRL" moodCode="EVN"      



     xsi:schemaLocation="urn:hl7-org:v3   



     http://www.fda.gov/downloads/ForIndustry/DataStandards/StudyDataStandards/UCM217267.zip” 



<id root="cdisc" extension="V000" assigningAuthorityName="Acme Pharmaceuticals"/>



                   <component1 typeCode="COMP">



		……				



                    </component1> 



                    <effectiveTime value="YYYYMMDD"/>



</study>







  <component1 typeCode="COMP">



      <studyActivitiesAtSite classCode="CLNTRL" moodCode="EVN">



          <id root=" XXXXXXXX-XXXX-XXXX-XXXX-XXXXXXXXXXXX"/> 



    <id root="cdisc" extension=" 633"/>  (Site Id of the study)



	    <id root="gs" extension="4"/>  (gs is only an example for an id)



			…



…



       </studyActivitiesAtSite>



  </component1>







<subject1 typeCode="SBJ">



	<experimentalUnit classCode="RESBJ">



		<id root="cdisc" extension="00001"/>



		<id root="gs" extension="202" />



<statusCode code=""/>  



			<effectiveTime xsi:type="IVL_TS">



				<low value="19990917"/>



				<high value="19991012"/>



			</effectiveTime>



			….



	</experimentalUnit>



</subject1>







<subjectPerson determinerCode="INSTANCE" classCode="PSN">



	<id root="cdisc" extension=" V000-013_0001_00001 "/>  



</subjectPerson>







<subjectNonPersonLivingSubject classCode="NLIV" determinerCode="INSTANCE ">



	<id></id>



	<code> </code>



	<quantity></quantity>



	<name></name>



	<desc> </desc>



	<strainText></strainText>



	</subjectNonPersonLivingSubject>







<subjectProduct classCode="MMAT " determinerCode="INSTANCE ">



	<id></id>



	<code> Unique Code (UDI) for the pump </code>	



	<quantity>1 </quantity>



	<name>Infusion Pump</name>



<formcode> Bottle </formcode>	



	<lotNumberText>ST</lotNumberText>



</subjectProduct>







<subjectGroup classCode="RGRP " determinerCode="INSTANCE " xsi:nil="true">



	<id></id>



	<quantity></quantity>



	<member classCode="MBR" xsi:nil="true">



<id> </id> 



	<memberNonPersonLivingSubject classCode="NLIV" determinerCode="INSTANCE ">



	</memberNonPersonLivingSubject>



<memberProduct classCode="MMAT " determinerCode="INSTANCE ">



	</memberProduct>



	<memberPerson classCode="PSN " determinerCode="INSTANCE ">



</memberPerson>



	</member>



</subjectGroup>







<subjectNatural classCode="NAT" determinerCode="INSTANCE ">



<id></id>



	<asSpecimen classCode="SPEC "></asSpecimen>



	<asPartOfWhole classCode="PART ">



 <id></id>



	<code></code>



	<wholeNonPersonLivingSubject classCode="NLIV" determinerCode="INSTANCE ">



	</wholeNonPersonLivingSubject>



	<wholeProduct classCode="MMAT " determinerCode="INSTANCE "></wholeProduct>



	<wholePerson classCode="PSN " determinerCode="INSTANCE "></wholePerson>



	</asPartOfWhole>



</subjectNatural>







<primaryPerformer typeCode="PPRF">



        <realmCode  code="US"/>



        <investigator classCode="CRINV">



          <id root="XXXXXXXX-XXXX-XXXX-XXXX-XXXXXXXXXXXX">



<code>



<originalText> PRIMARY</originalText> 



 	</code>



          <statusCode code="XXXX"/>



          <effectiveTime value="YYYYmmDD"/>



…



…



        </investigator>



      </primaryPerformer>







          <investigatorPerson determinerCode="INSTANCE" classCode="PSN">



            	<name>Dr. John Smith</name>



	    <telecom value="1713-250-1987"/>



	       <addr>



		<streetAddressLine>1701  Post  Oak Road </streetAddressLine>



		<city>Houston</city>



		<country>USA</country>



		<postalCode>11706</postalCode>



		<state>TX</state>



	          </addr>



                …



                …



          </investigatorPerson>







<asLicensedEntity classCode="LIC">



	<id assigningAuthorityName="TX" extension="T0120-893456"/>



	<statusCode/>



	<effectiveTime/>



	<issuingOrganization classCode="STATE" determinerCode="INSTANCE"/>



</asLicensedEntity>







          <sponsoringOrganization classCode="ORG" determinerCode="INSTANCE">



               <id extension="DUNS Number" root="1.3.6.1.4.1.519.1"/>



                <name>John’s Hopkins Hospital</name>



                <telecom> 410-955-5000</telecom>



                <addr> 600 N. Wolfe street, Baltimore, MD 21287</addr>



          </sponsoringOrganization>







<secondaryPerformer typeCode="SPRF">



<serviceProvider classCode="ROL">



		<id/>



			<code/>



			<statusCode/>



			<effectiveTime value=" "/>



				……



	</serviceProvider>



</secondaryPerformer>







<playingOrganization classCode="ORG" determinerCode="INSTANCE">



<id extension="DUNS Number" root="1.3.6.1.4.1.519.1"/>



	<name>John’s Hopkins Hospital</name>



                <telecom> 410-955-5000</telecom>



                <addr> 600 N. Wolfe street, Baltimore, MD 21287</addr>



</playingOrganization>







<subjectProtectionApproval moodCode="PERM" classCode="REV">



	<id/>



	<effectiveTime xsi:type="IVL_TS">



		<low value="20011205"/>



		<high value="20051204"/>



	</effectiveTime>







	<availabilityTime/>



	…



</subjectProtectionApproval>







<verifier typeCode="VRF">



	<ethicalCommittee classCode="COMPAR">



		<commissioningOrganization classCode="ORG" determinerCode="INSTANCE">



			<id/>



			<name/>



			<telecom/>



			<addr/>



		</commissioningOrganization>



	</ethicalCommittee>



</verifier>







<component1 typeCode="COMP">



	<dataCollection moodCode="EVN" classCode="INFO">



		<statusCode/>



		<effectiveTime/>



	</dataCollection>



</component1>







<component2 typeCode="COMP">



	<registrationEvent moodCode="EVN" classCode="REG">



		<statusCode/>



		<effectiveTime/>



	</registrationEvent>



</component2>







<location typeCode="LOC">



<serviceDeliveryLocation typeCode="SDLOC">



		<location determinerCode="INSTANCE" classCode="COUNTRY">



			….



		</location>



	</serviceDeliveryLocation>



</location>







<location determinerCode="INSTANCE" classCode="COUNTRY">



	<addr>



		<country>USA</country>



	</addr>



</location>







<instantiation typeCode="INST">



		<plannedStudy classCode="CLNTRL" moodCode="DEF">



			<id root="xxxxxx" extension="xxxxxx"/>



		</plannedStudy>



	</instantiation>











�For FDA: Need to have the schema unzipped on the FDA data standards Web site. Currently, all the study data schemas are zipped.  See the snippet
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