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SUMMARY RECOMMENDATION

To add a new concept domain "Combined Dose Form" as a child of "Dose Form"
VOCABULARY OBJECTS CHANGE SUMMARY
<<REQUIRED – fill in the numbers in the rightmost three columns that total the number of vocabulary changes in the proposal.  This is used to cross-check the accuracy of capturing and applying the requested changes>>
	Abbrev.
	Description
	# to add
	# to remove
	# to change

	D
	Concept Domains
	1
	
	

	S
	Code Systems
	
	
	

	C
	Concept Codes in a Code System
	
	
	

	V
	Value Sets
	
	
	

	B
	Context Bindings
	
	
	


	POSITION OF CONCERNED ORGANIZATIONS:



	ORG
	RECOMMENDATION APPROVAL STATUS
	AFFECTED ELEMENTS OF INTEREST TO ORG

	Pharmacy WG
	Approved (not unanimously) 6Feb2012
	

	O&O WG (for CPM)
	Pending
	

	
	
	


ISSUE:

The IDMP implementation of the Common Product Model has a requirement to specifically (and only) describe a "combined dose form" of the product for those products where two or more manufactured items are supplied together in a single authorised product.  To do this specifically requires a new concept domain, which is a child of the general Dose Form concept domain.  
CURRENT STATE:

OPTIONS CONSIDERED:

RATIONALE:

The combined dose form is a single concept used to describe the dose forms of two or more manufactured items that are intended to be combined in a specific way to produce a single authorised medicinal product; it includes information on the orderable (manufactured) dose form of each manufactured item and (if appropriate, separately) the administrable dose form of the pharmaceutical product.  The concept domain is therefore an explicit type of dose form, and should be described as such.

Supporting references for the requirement:

Page 20
http://ec.europa.eu/health/files/eudralex/vol-2/a/vol2a_chap1_2005-11_en.pdf
 

Page 75
http://ec.europa.eu/health/files/eudralex/vol-2/b/update_200805/ctd_05-2008_en.pdf
 

Pages 3-4
http://ec.europa.eu/health/files/eudralex/vol-2/c/smpc_guideline_rev2_en.pdf
An extract from a UK Summary of Product Characteristics demonstrating the use of combined dose form:

[image: image1.png]3. PHARMA

Powder and solvent for solution for injection and infusion.




A screenshot from a product dictionary, again showing the use of combined dose form:
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7375911000001101 Powder and solvent for solution for nfection
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RECOMMENDATION DETAILS:

Please add a new concept domain of "Combined Dose Form" as a child of "Dose Form", which is itself a child of "Material Form". 

The description of this is: "Identifies, as a single concept, a combination dose form description for those products that contain two or more manufactured items in a single authorised product".
This element needs only to be specified when the product entity describes a complete product that contains two or more manufactured items (sometimes called a combination product or a kit product); it should not be valued for (normal) products which consist of a single manufactured item with a single dose form.  The combined dose form describes the orderable (manufactured) dose form of each manufactured item and (if appropriate, separately) the administrable dose form of the pharmaceutical product (as in example one below).
Examples: 
"Powder and solvent for solution for injection"
"Pessary and vaginal cream"
"Tablets and capsules"
DISCUSSION:

ACTION ITEMS:

M&M to implement recommendation

RESOLUTION:

Checklist for HL7 Vocabulary Harmonization Submissions

The following checklist must be completed for each submission and attached as part of the submission posting for every HL7 harmonization proposal that proposes a change to any HL7 terminology artifact.  (Submit your proposal as a zip containing the base proposal and this form, or copy this form onto the end of your proposal.)  If a revised proposal is submitted (e.g. detailed proposal after cover page), a new copy of the checklist must be attached confirming that the revised proposal has been re-reviewed.  The failure to attach a completed checklist will result in the tabling or deferral of the proposal to a subsequent harmonization meeting with the assumption the proposal will be re-introduced with a completed form.

The proposal has been constructed in such a way that the “correct” answer to each question is either “Yes” or “N/A”.  In the event that the answer is “No”, please provide an explanation at the end noting the question number and the reason why the checklist item has not been met.  Harmonization proposals that do not satisfy all checklist items may still be considered at harmonization at the discretion of the harmonization group and the vocabulary maintenance team if there is a satisfactory reason the checklist item could not be met.  Lack of time to complete the form does not constitute a satisfactory reason.

A section of the form may be marked as “N/A” and all checklist items within that section ignored if none of the terminology items submitted apply to that section.

In most circumstances, this checklist should be completed by the sponsor committee’s vocabulary facilitator, but it may be completed by any submitter.

Note: When checking for existing codes, code systems, value sets, etc., please make sure that your RoseTree configuration options are set to display Retired and Deprecated elements, as the “no duplicates” rule applies to those as well.

Before completing this checklist, please consult the following “best practices” and guidelines documents.  (They will be updated from time to time, so please review the documents for changes prior to each harmonization.)

Concept domain & Value set naming: http://wiki.hl7.org/index.php?title=Concept_Domain_Naming_Conventions
http://wiki.hl7.org/index.php?title=Value_Set_Naming_Conventions
Definitions: http://wiki.hl7.org/index.php?title=Annotations_Best_Practices
Terminology Good Practices: http://wiki.hl7.org/index.php?title=Good_Terminology_Practices
General

1. Has the proposal, in its final form, been reviewed by the sponsor committee’s vocabulary facilitator (mark N/A if there is no facilitator)? (  FORMCHECKBOX 
 - Yes;  FORMCHECKBOX 
 - No;  FORMCHECKBOX 
 - N/A)
PENDING

2. Have you completely filled out header section for the proposal and checked that the dates are correct and the submission number is unique across all of your submissions for this harmonization cycle? ( FORMCHECKBOX 
 - Yes;  FORMCHECKBOX 
 - No;  FORMCHECKBOX 
 - N/A)

3. Have you filled out the summary form identifying the number of created, updated and deprecated objects of each type? ( FORMCHECKBOX 
 - Yes;)

4. Has your proposal been submitted to and reviewed by all relevant WGs and been formally endorsed (with a vote recorded in the WG minutes) to be brought forward to harmonization?  (For harmonization submissions from international affiliates, approval by an appropriate affiliate level committee or project is sufficient, though submission to the relevant HL7 UV WG is strongly recommended.) ( FORMCHECKBOX 
 - Yes;  FORMCHECKBOX 
 - No;  FORMCHECKBOX 
 - N/A)
PENDING
New Concept Domains ( FORMCHECKBOX 
 - N/A)
For all concept domains being created by this proposal:
5. Have you done a key-word search for equivalent or similar concept domains and, if any exist, identified appropriate parent and child relationships to position your concept domain? ( FORMCHECKBOX 
 - Yes;  FORMCHECKBOX 
 - No;  FORMCHECKBOX 
 - N/A)

6. Have you provided a name for your concept domain that follows the naming guidelines?( FORMCHECKBOX 
 - Yes;  FORMCHECKBOX 
 - No;  FORMCHECKBOX 
 - N/A)

7. If your concept domain is not associated with a new RIM attribute or datatype property, have you identified a parent for your concept domain? ( FORMCHECKBOX 
 - Yes;  FORMCHECKBOX 
 - No;  FORMCHECKBOX 
 - N/A)

8. Have you checked whether any existing concept domains are proper specializations of your concept domain and, if so, identified those new specialization relationships as part of your proposal? ( FORMCHECKBOX 
 - Yes;  FORMCHECKBOX 
 - No;  FORMCHECKBOX 
 - N/A)

9. If your concept domain is in the ActCode, RoleCode or EntityCode hierarchy, have you identified the classCode that acts as the “root” for the concept domain? ( FORMCHECKBOX 
 - Yes;  FORMCHECKBOX 
 - No;  FORMCHECKBOX 
 - N/A)

10. Have you verified that all concept domains referenced as parent or child concepts actually exist in the most recent vocabulary repository and are correctly spelled in your proposal using U.S. language settings? ( FORMCHECKBOX 
 - Yes;  FORMCHECKBOX 
 - No;  FORMCHECKBOX 
 - N/A)

11. Have you provided a concise, non-tautological definition for your concept domain and confirmed that the definition follows the best practices for definitions? ( FORMCHECKBOX 
 - Yes;  FORMCHECKBOX 
 - No;  FORMCHECKBOX 
 - N/A)

12. Have you checked the name of your concept domain and associated definition for appropriate spelling and grammar using U.S. language settings, and consistency with the current Concept Domain naming conventions? ( FORMCHECKBOX 
 - Yes;  FORMCHECKBOX 
 - No;  FORMCHECKBOX 
 - N/A)

13. Have you either: Provided 3 distinct examples; identified a binding to an example value set with 3 distinct example codes; identified a representative binding; or identified a universal binding? ( FORMCHECKBOX 
 - Yes;  FORMCHECKBOX 
 - No;  FORMCHECKBOX 
 - N/A)
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