Nothing is more difficult to undertake,
more perilous to conduct or more uncertain
In Its outcome, than to take the lead In
Introducing a new order of things. For the
Innovator has for enemies all those wh
have done well under the old and
lukewarm defenders amongst those who
may do well under the new.

Niccolo Machiavelli (1523)




The Road towards UDI —
Where are We Now..???

Jay Crowley
Senior Advisor for Patient Safety
Food and Drug Administration
jay.crowley@fda.hhs.gov
301-980-1936




Device

Manufacture

Device X
Reuse LotY

Reorde

Clinical Usey

Reimbursemeng

Registries

Information Lifecycle

- Rentals
d Clinical

Substitution

Sold
Distributor \y/

— Direct —— Hospital Physician

Exp Date Z preference

Recall
Off-master

purchase

Sales Rep Hoarding

AE Reporting
Postmarket

Population Database Surveillance

Comparative

. FDA's Sentinel System
Effectiveness

3




Current Device ldentification

* Non-standard device identification systems; stanh®
used in different ways
* Not necessary unigue or unambiguous
* Does not include all necessary levels of unique
* Manufacturers’ own number/catalogue number
« Distributors’ — apply different, proprietary numbéat
or serial number not captured
» Hospital — yet different identification number/code
 Information on use not usually captured
» Control numbers rarely captured




National Drug Code (NDC)

* Developed to identify drugs for reimbursement
entifles the manufacturer, product and packape si
DA took over in 1972 (The Drug Listing Act)
narmaceutical barcode rule — NDC in linear barcod

piguitous use has faclilitatec

* Analysis of claims in a large database
Retrospective chart review

Drug Iinteraction checking and decision support
dentifying inappropriate prescribing and dispegsi
e Avoiding confusion with look/sound-alike drugs

* Reporting adverse events
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UDI Can Improve... Visibility

* Medical device recalls

« Adverse event reporting and postmarket surveillance

 Tracking and tracing, supply chain security; antkan
counterfeiting/diversion

« Comparative effectiveness (e.g., regist

Disaster/terror preparation and shortages/sulstisit

Reduce medical errors

Documenting medical device use In patient’s
EHR/PHR, hospital information systems, claims date

» Sentinel Initiative - strengthening FDA's abillity to
guery data systems for relevant device information
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UDI to Network Devices

Networking devices offers a host of benefits, idahg:
 Tracking devices

« Making sure devices are configured correctly

* More effective device used requiring less inventory

* Increases in patient safety by having safer, r
reliable equipment available to clinicians
» Reducing failures through proactive maintenance
« Managing the risk associated with networked device
* Evidence based maintenance planning with automat
electronic reporting of maintenance information
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Medical Device Identification

Develop a system to identify medical devices, whsch

« Consistent
« Unambiguous (differentiates among all dimensions)

» Standardized

* Unique at all levels of packagi
« Harmonized internationally

And facilitates the:

» Storage,

* Exchange, and

* Integration of data and systems
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FDA Amendments Act of 2007

September 27, 2007, the FDAAA signed into law:

* The Secretary shall promulgate regulations
establishing a unique device identification system
for medical devices requiring the label of devi

to bear a unigue identifier, unless the Secretary
requires an alternative placement or provides an
exception for a particular device or type of device
The unique identifier shall adequately identify the
device through distribution and use, and may
Include information on the lot or serial number.
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UDI Public Workshop

12 February 09 - 300 people attended; 4000 webcast
4 Panels addressed issues related to:
* Developing standardized UDIs

e Placing the UDI in human readable and/or Auti
on a device, its label, or both

e Creating and maintaining the UDI Database
* Promoting adoption and implementation
Received 60 written comments.




GHTF UDI ADWG

* Formed October 2008
 EC Chair (Laurent Selles)
 Members US (FDA, AdvaMed), Europe (EC,

Eucomed, EDMA, Matthias Neumann), Jaj
(Hiroshi Ishikawa)

« AHWP recently joined
 Last meeting Berlin 25-26 August 2009
* Final recommendations to SC at Nov 09 Meeting




Establishing a UDI System

Combination of 4 distinct steps:

Develop a standardized system to develop the
unique device identifiers (UDI)

Place the UDI in human readable and/or AutolL
a device, Its label, or both

Create and maintain the UDI Database
Adoption and Implementation




15t — Developing the UDI

e Develop UDI code according to ISO 15459 [GS1,
HIBCC]

e Created and maintained by the manufacturer

e Concatenating Device and Production ldentifier

e Device Identifier (DI: [static] Manufacturer, mak
model [I.e., each catalogue number]

* Production Identifier (Pl)[dynamic] if currently
serialized — serial number; If currently identifiad
the lot, the lot number, and expiration date

* Risk based approach — DlI; DI + lot; DI + serial (or
lot and serial)
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UDI Application - DPM

e Ceramics, titanium, plastics and stainless steels
can all be direct part marked.

e Marks are durable enough to withstand harsh
environments, including cleaning wi
disinfectants and steam sterilization.

» 2D data-matrix codes allow the marking of 20 or
more characters onto spaces only a few
millimeters across




2nd — UDI Application

» Applied at all levels of packaging, down to the
lowest level (the patient use level or unit of use)

e Human readable and/or encoded Iin a form of
automatic identification technolo

e Direct Part Marking (DPM) for some devices

* No specific technology would be identified
(technology neutral)

o |dentify a series of standards (linear barcode, 2-
dimensional barcode, RFID)




UDI Application Example




UDI Application Example



34 - UDI Database Development



The label of Medical Device 123 Size 45:
Device Identifier (Device XYZ123)
Production Identifier (Lot #ABC)
Expiration date (MMDDYYYY)
Sterile; Latex free

Manufacturer
(Acme)

Minimum Data Set

For each Device ldentifier:
* Manufacturer and moc

* GMDN Code

e Other attributes

GSI| GDSN

HIBCC UPN

FDA eList







UDI Database Pilot



Adoption and Implementation



UDI — Foundational Element



Data Integration



Comparative Effectiveness






