HL7 Structured Product Labeling
Release 2.0

Membership Ballot; March 2004
Summary of Changes
Dear Reader,

The HL7 Regulated Clinical Research Information Management (RCRIM) Technical Committee is proud to offer you the HL7 Structured Product Labeling (SPL), Release 1.0 specification for membership-level ballot.

Changes to the model and specification since the last round of balloting include:
1. ManufacturedProduct role – Added ‘id’

2. RegulatedProduct role – Added Organization in scoping role

3. Changed data type on ‘name’ in LabeledDrug, GenericDrug, IngredientEntity, and ActiveMoietyEntity from BAG<EN> to SET<EN>

4. InactiveIngredient role – Added ‘quantity’ attribute

5. Observation class – ‘code’ attribute – Changed vocabulary domain to ObservationType (next level in the hierarchy above FDALabelData in the ActCode domain, so that it includes FDALabelData but can also support other observations)
6. Section – effective time – Changed data type to IVL<TS>

7. Narrative block – Caption – Added superscript and subscript
8. Narrative block – Content

· Deleted <style>, <ignore>, <delete> and <insert>

· A new optional tag called <emphasis> has been created with values of bold, underline, italics, and yes 

· A new optional tag called <revise> has been created with values of delete and insert

9. ObservationMedia – Changed ‘id’ attribute to ‘MMID’ (multimedia identifier) in schema and added <id> element with ‘root’ attribute
10. Changes in the narrative of the specification based on ballot comments and reflecting changes in the RMIM or clarification of concepts
We look forward to your thorough and insightful review. 

Sincerely,

The HL7 RCRIM Technical Committee
