
HL7 Standards Development 
Process for UDI



GS1 Collaboration with HL7

Memorandum of Understanding (MOU) 
GS1 and HL7 signed May, 2007



Health Level Seven 
Health Level Seven International (HL7) is a not-for-profit, 
ANSI-accredited standards organization providing a 
comprehensive framework and protocol for the development 
of  healthcare informatics standards. These standards are 
used in healthcare data exchange, integration, storage 
and retrieval among diverse data acquisitions, processing 
and handling systems.  

Health Level Seven International (HL7) is the global authority 
on standards for interoperability of health information 
technology with members in over 55 countries. 

http://www.ansi.org/�


• Structured Product Labeling (SPL) R5
– Current release (R4) in use for Drug Establishment Registration 

and Listing 
http://dailymed.nlm.nih.gov/dailymed/about.cfm

• Common Product Model (CPM) in use for 
– Current release in use for electronic medical device reporting 

and will be used for market authorization submission and 
approvals (used to transmit product specific data).

• Other related HL7 standards for FDA submissions:
– Individual Case Safety Reports (ICSR) – used for eMDR 
– Regulated Product Submissions (RPS) – used for electronic 

market authorization submission and approval (STED)

Standards for UDI Submission



Data Exchange Messages

RPS
(STED)

SPL/
CPM

CPM
ICSR

_Product No._
_Control_

_ Re-use, single_
_Sterilization_

_Allergen_
_Approval No._
_Listing No._
_Procode_

_COO_
_Description_

_Brand Name_
_Manufacturer_

_Product No._
_Description_

_Brand Name_
_Manufacturer_
_Approval No._
_Listing No._

_COO_
_Procode_

_Product No._
_Control_
_ Re-use, single_
_Sterilization_
_Allergen_
_Approval No._
_Listing No._
_Description_
_Brand Name_
_Manufacturer_

CPM

_Product No._
_Description_

_Brand Name_
_Manufacturer_
_Control No._

SPL

eListing

UDI PMA
510(k)

eMDR Provides a consistent format to 
promote harmonization between 
messages and electronic 
documents.



Data and Data Relationships

What:
Global standards for electronic 
exchange of required Regulatory data 

Content
 Structure 
 Data Relationships
 Vocabulary

1..1 memberProductOrDeviceLotOrInstance  *

Member10..* member 

classCode*: <= MBR 0..*  

subjectOf

MaterialKind

Product
classCode*: <= MMAT
determinerCode*: <= KIND
code*: CE CWE [0..1] <= ProductEntityType
 (packaging independent NDC, unique device
 code, etc.)
name*: EN [0..1] (proprietary name)
formCode: CE CWE [0..1] <= MaterialForm
 (dosage form)

ProductOrMedicine

Organization
1..1 assignedOrganization  *

0..1  AssignedEntity3
classCode*: <= ASSIGNED

ProductInstance
classCode*: <= MMAT
determinerCode*: <= INSTANCE
id*: II [1..1]
 (lot number, serial number for individual
 products)
quantity: PQ [0..1]
 (lot size, 1 = individual instance)
expirationTime: IVL<TS> [0..1]

DeviceInstance
classCode*: <= DEV
determinerCode*: <= INSTANCE
id*: II [1..1] (serial number)
quantity: PQ [0..1] "1"
 (lot size, 1 = individual instance)
expirationTime: IVL<TS> [0..1]
manufacturerModelName: SC CWE [0..1]
 <= ManufacturerModelName
softwareName: SC CWE [0..1] <= 
SoftwareName
 (software version)

ProductEvent
classCode*: <= ACT
moodCode*: <= EVN
code: CV CWE [0..1] <= ActProductInstanceEvent
 (e.g. recall, refurbished, salvaged)
text: ST [0..1]
effectiveTime: TS [0..1]

1..1 partProductOrDeviceLotOrInstance  *

Part10..* part 

classCode*: <= PART

ProductOrDeviceLotOrInstance
1..1 productOrDeviceLotOrInstance  *

InstanceOfKind20..* instanceOfKind 

classCode*: <= INST

1..1 kindOfMaterialKind  *
InstanceOfKind

0..1 asInstanceOfKind classCode*: <= INST

Organization
1..1 manufacturerOrganization  *

ManufacturedProduct2

0..* asManufacturedProduct 
classCode*: <= MANU

1..1 ingredientProductInstance  *

Ingredient1

0..* ingredient 
classCode*: <= INGR
quantity*: RTO<PQ,PQ> [0..1]

0..1 assignedEntity 

typeCode*: <= PRF

performer

0..* productEvent typeCode*: <= SBJ

subjectOf

PRODUCT INSTANCE MODEL

1..1 groupProductOrDeviceLotOrInstance  *
Member

0..1 asMember classCode*: <= MBR 0..*  

subjectOf

0..*  

subjectOf



Enabling Interoperability

How:
The HL7 standards enable disparate Healthcare applications to 
exchange key sets of clinical, product, administrative data to 
further the interoperability of the systems and their applications 
using XML based formats. 

Elements of Interoperability

 Technical - Moving data from A            B 

 Semantic - Ensuring A & B understand the data in the same way 

 Process   - Enabling business process and systems (A & B) within 
and across organizations to work together



International  Messaging 
Standards in Use 

Agency Pre-Market 
Database

Agency Maude 
Database Agency Est. 

Registration and 
Product Listing 

Database - Drugs

Sponsor Pre-Market 
Data

Sponsor Complaint / 
MDR Data

Sponsor 
Establishment 

Registration and 
Product  Listing  

RPS ICSR SPL

Agency Gateway

Sponsor UDI Data

SPL/
CPM

Agency UDI Database

SPONSOR PRODUCT DATA SOURCES – REGULATORY, QUALITY, MASTER DATA



SPL Standard Update
 The SPL (r5) now in Draft Standard for Trial Use (DSTU) until sufficient 

pilot testing has occurred.  Expect the Standard / Data Model to be 
ready for the September 2011 Ballot Cycle. 

 Implementation Guide  for SPL (r5) published

XFORMS Style Sheet Pilot – Web Based Editor by Pragmatic Data
http://pragmaticdata.com/spl/form/

http://www.fda.gov/downloads/ForIndustry/DataStandards/
StructuredProductLabeling/UCM237103.zip

Tool includes templates for device and drug submissions (Home Use Medical 
devices, UDI submission, Labeler Code Request, Establishment Registration, Drug listing, 
Substance Indexing).

Load / Save files to your local drive using the software located on the Pragmatic 
server (use w/ Internet Explorer > 5.0 ,Google Chrome, Firefox, Safari).

http://pragmaticdata.com/spl/form/�
http://www.fda.gov/downloads/ForIndustry/DataStandards/StructuredProductLabeling/UCM237103.zip�
http://www.fda.gov/downloads/ForIndustry/DataStandards/StructuredProductLabeling/UCM237103.zip�


Medical Device Sub-Team
http://wiki.hl7.org/index.php?title=Medical_Product_Information_(SPLr)



THANK YOU!

Jackie Rae Elkin
Global Process Owner - Standard Product Identification | Medtronic, Inc.
Global Regulatory Operations
710 Medtronic Parkway, LS 330 | Minneapolis, MN 55432 USA
Office: 1-763-505-2575 Mobile: 1-612-801-6615
jackie.elkin@medtronic.com

mailto:jackie.elkin@medtronic.com�
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