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UDI Program Focus: WHAT.

 Ensure data in GUDID is of acceptable quality to
realize public health benefits and a return on
investment across the entire health care
ecosystem. Focu)
A

 Work to achieve sufficient confidence in the
accuracy and completeness of the data to
ensure UDI integration from manufacturing
through supply chain to patients, electronic
health records (EHRs), and registries.



UDI Program Focus: HOW

e Facilitate submission and maintenance of high-
quality data in GUDID

e Develop an actionable Data Quality (DQ) plan
that defines and targets completeness and
accuracy of device information; initial focus on
key fields and high risk devices

 Engage with stakeholders to address challenges
and optimize data quality and utility for higher-
risk devices



Facilitate submission and maintenance
of high- quality data in GUDID

e Submission: Enhance business rule
validations to improve data quality during
initial submission processing

intenance: Improve the DI recor
process to make error corrections after
ace period




Today’s Agenda

Unlocking D
Walk throug
Update on u
Q&A

records for Edits After Grace Period
n the new unlock process

ocoming enhancements




DI Record Submission & Release Process

allowed on DI
Records

[ Limited Editing

[ DIRecord

Labeler ¢ DI record
reviews & Grace

edits as Period
needed

Labeler L published

Submits )
DI Recon Publish

released '
Ends to Public ,

*grace period duration subject to change



Issue: Changes After Grace Period

e Grace period not used for record review
and edits

e Data entry/submission errors identified
after grace period; corrections needed

e Labelers need to request assistance via UDI
Help Desk to unlock records for editing



Issue: Burdensome Process for Corrections™

Labeler
Labeler Sends email Labeler has 30
identifies DI to UDI Help calendar days to
record(s) to edit Desk edit record(s)
T~
> Average time to complete are in weeks

"\
Record released

to Public after
grace period

DI record
unpublished
for editing

Record assigned

Record starts
grace period
again
Record removed
from

Review case and
assign to team
member

*for locked data elements with limited to no editing

AccessGUDID
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To the Rescue:
Unlocking DI Records
For Editing



FOA

Less Burdensome Process for Corrections™

Labeler
Labeler identifies Coordinator User ]
DI record(s) for unlocks DI records La.beler subrtnts
edits record(s) for edits* edits/corrections
~ T~ N~
> Average time to complete are in days
NN
Record updated on
FDA UDI Team AccessGUDID once
corrections submitted

*for locked data elements with limited to no editing
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Unlock DI Record Functionality — WHAT IT IS

* For Labelers
— More control over DI record management
— Ability to edit records after grace period

O For correction of data entry/submission/data quality
errors

— No changes to new DI trigger business rules
— Retain original DI Record Publish Date

— No IT system changes necessary; no change to HL7 SPL
submission process/schema

— Labelers need to establish training/procedures to manage
unlock functionality 11



Unlock DI Record Functionality —= WHAT IT IS

* For Public Data Users
— Records do not ‘disappear’ while unlocked

— Updates publicly available after corrections are
submitted

— Addition of FDA assigned data elements to allow for
easier tracking of updates

* Public Device Record Key, Public Version Number,
Public Version Date, Public Version Status

— Availability of DI record edit history
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Unlocking DI Records: Walk-Thru



Coordinator User Logs-in

FOA

Home

Manage Accounts -

Manage Ol =

Test1 Coordinator
COORDINATOR

Manage Device

DI Number: Brand Name:
User Name: Company Name:
View: | 25 "'I 25/ 529 records, 1/ 22 page

Version or Model Number:

Labeler DUNS Number:

Filter Clear

Advanced Search

Unlock Muttiple DI — Search

1 [IERERIER R

] DI Number % Company Name + Brand Name & Version or Model Mumber 5 DI Record Status 5 DI Record Edit Statuss
[ 47584759847549 US TEST COMPANY 157 Contour 7080G Published After Grace Period
| VIICCBAAD? US TEST COMPANY 117 VTPreprodTest002 Model 1111 Unpublisheort 2y DIRecord Status | ble
[ DEMORECORDA US TEST COMPANY 157 demo record 4 demod Published After Grace Period
O BASEPACKAGEDIUDOFU US TEST COMPANY 157 Unit of Use DI example ExamplelofU Published After Grace Period
] MEDTFALSEA US TEST COMPANY 117 RocheTestingMFDTPI Model1111 Published After Grace Period
[ WEBICBAO10 US TEST COMPANY 117 WTPreprodTest003 Model1111 Published After Grace Period
[ CHECKORADUPERROR US TEST COMPANY 157 MAHURKAR 8830416001 Unpublished All Fields Editable
] 32114068265598 US TEST COMPANY 157 QSADA ENAC OE-505 OE-505 Unpublished All Fields Editable
] | DRTcillatt US TEST COMPANY 117 AllElements check Checking Model or Version | b, jiched After Grace Period

n...
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Ability to Filter Records

Dl Record Status:

Unpublished
Deactivated

)
2

w77

I

DI Record Edit Status:

All Fields

In Grace Period - Al fields editable except Publish Date
Mo Edits

h Unlocked - All fields editable except Publish Date
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Unlocking Records

Test1 Coordinator

Home Manage Accounts ~ Manage DI - e
Manage Device
DI Number: Brand Name: Version or Model Number: DI Record Status:
| | | N R
User Name: ompany Name: Labeler DUNS Humber: DI Record Edit
| US TEST COMPANY 307 | | \ S . Cl I k I k
. tep 2: Click Unloc
E——

View

@ Step 1: Select Records to Unlock

2 Version or Model Mumber

% DI Record Status 2 DI Record Edit Statuss

[ IRKTEST1
] MEEDTOTESTH

O 82544454590404

3/ 3 records, 1/1 page

US TEST COMPANY 307
US TEST COMPANY 307
US TEST COMPANY 307

Test 1 July 18 2014 Publish._.
Test 1 July 18 2014 Publish...

MyModelT
MyModelT

LDEThirdPartySameCompany307 ModelTestingSPL1000

Published
Published
Unpublished

After Grace Period
After Grace Period
All Fields Editable
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Reminder -- When to Use Unlock

Unlock Device Record(s)

YOU ARE REQUESTING TO UNLOCK M RECORDY{ 5) FOR EDNTING
Unlocking should ONLY be used to correct data submission errors
0O HOT USE UNLOCK FOR ENT 5 THAT REQUIRE ASSIGHMENT OF A HEVY DEVICE IDENTIFIER.

“ou need to assign a new Device ldentifier and submit a new record if vou are changing data elements that are "New
i Triggers™ {i.e., not correcting submission errors}.
Contact FD.A UDI Help Desk if vou have guestions.

“ou will have & calendar days, until 04022018, to complete vour edits.
All applicable edits, once submitted, will be released to the public on the next scheduled release date. Are vou sure yvou

wrant to proceed?

@ Zancel
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Unlock Request Summary

Unlock Device Record(s)

UNLOCK REQUEST SUMMARY

Your unlock request has been processed.
=uccessful Unlock(s): 2
Failed Unlock(s): 0
Possible reazons for unlock failure:
LUnpublished DI record - all fields are editable
Published DI record in Grace Period - all fields except DI Record Publizh Date are editable

Deactivated DI record
[ cose

Unlocked DI record
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System Sends an Email Confirmation

——-Original Message-—

From: GUDIDSystem@fda.hhs.gov [mailto:GUDIDSystem@fda.hhs.gov]
Fub]ect: FDA GUDID - DI Unlock Process Report

Food and Drug Administration
Global Unique Device Identification Database

Dear Testl Coordinator,

This email is to notify you that on Apr 18, 2018 11:58:37 AM you requested to unlock the following Primary Device Identifier(s) for editing.
Please note that Unlocking should ONLY be used to correct data submission errors, DO NOT USE UNLOCK TO SUBMIT EDITS THAT REQUIRE ASSIGNMENT OF A NEW DEVICE IDENTIFIER.
You need to assign a new Device |dentifier and submit a new record if you are changing data elements that are "New DI Triggers" (i.e., not correcting submission errars).

(GUDID Account Labeler Organization DUNS Number: 162773790
Labeler Organization Name: Safeway Inc.
Total Unlock Requested: 1

Successful Unlock(s): 1
Labeler DUNS Number Primary Device |dentifier
362151552 NEWTESTRECL

You have until 04/23/2018 to update all data elements except for the DI Record Publish Date, which cannot be changed.

Failed Unlock(s): 0
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Records Unlocked — what next?

Records remain unlocked for 5 calendar days

DI Record Unlock Date | Unlock Period Start Unlock Period Ends

Monday, May 7, 2018  Tuesday, May 8, 2018 Saturday, May 12, 2018

Records NOT removed from AccessGUDID &
OpenFDA
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Editing Unlocked Records

e All data elements editable except DI
Record Publish Date

* No changes to how edits are submitted
to GUDID
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Edits may be submitted via either
Submission Option

Initial Submission Change of Submission After Unlock Edit Option
Option Option prior to unlock?

GUDID Web Manual No GUDID Web Manual
Entry Entry

GUDID Web Manual Yes — updates via HL7 Web or HL7 SPL
Entry SPL

GUDID HL7 SPL N/A Web or HL7 SPL
Submission

Please make sure source system data is in sync with GUDID data
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Records are locked...

.... after successful submission of edits

OR

completion of the 5-calendar-day unlock
period

Submitted updates released to public next
scheduled release date
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More Details Added to ‘View History’

D

Printer Friendly

ice ldentifier (DI) Record Details for Published Record
Public Device Record Key: f529th2e-ed20-4f2c-abcd-53f4473ddcil

FOA

Device Identifier Record History
@vice Record Key: E?Eﬂctt1-31tc-=1?f-a¢1d-EE@
Public Versi Public Versi
Modified Date* ST Tamber DI Record Status | DI Record Edit Status Modified By Dl Yersion | Mk EH“}D
te Number
2018-04-05 1231 AN RELZZHTREC3 Publizhed After Grace Period - Limited Editing System Process - Public Release 2018-04-05 3
2018-04-04 5:38 Al RELZZHTREC3 Publizhed After Grace Perind - Limted Editing Labeler Data Entry User - HT Ldet
2018-03-1210:20 AN RELZZHTREC3 Publizhed After Grace Period - Limited Editing System Process - Public Release 20180312 2
2018-03-09 3:33 P RELZZHTREC3 Publizhed After Grace Period - Limited Editing Labeler Data Entry User - HT Ldet
2018-03-099:10 AW RELZZHTREC3 Publizhed Unlocked - Al fields editable except Publish Date Coordinator - HT cord
201302-271230AM | RELZ2HTREC) Publhed After Grace Period - Limited Edting Egls;:EePrucess - Ater Grace Period, Public M1802-27 1
AR 47 - In Grace Period - Al fields editable except Publish | System Process - Record Published, Package Status
2180216 1231 AN REL2ZHTREC3 Publizhed Dife Undate - Actve
2NE02-14 1145 AN RELZZHTREC3 Unpublished Al Fields Editable Labeler Data Entry User - HT Ldet
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Presenter
Presentation Notes
FDA Assigned 
Version Number not the same as HL7 SPL submission version number


Version & History Information on AccessGUDID

VIEW ALL SECTIONS | CLOSE ALL SECTIONS

© DEVICE IDENTIFIER (DI) INFORMATION

Public Device Record Key: ebebf600-5e0d-4f08-845a-9d875ee38483

Public Version Date: April 11, 2018

Public Version Number: 2

DI Record Publish Date: March 02, 2018

CLOSE

@ ALTERNATIVEAND ADDITIONAL IDENTIFIERS
@ CUSTOMER CONTACT [2] & DEVICE RECORD HISTORY

%, DOWNLOAD: XML | JSON &= PRINT

Device Record History (e6e6f600-5e0d-4f08-845a-9d875ee38483)

Primary Dl Number Public Version Date  Public Version Number  Public Version Status
r.s Apr 11, 2018 2 (current) Update
s Apr 02, 2018 1 New

X




Unlocking DI Record for Edits - WHEN TO USE

* Use for data corrections to existing records
— Record publicly released, after-grace-period
—Data elements with limited/no editing

Example: missing digit in Version or Model

Version or Model Number: * | Version or Model Number:
ZCB00 — ZCB007 ‘

Record contains /(“ Correction Needed ﬂ
t

26



Use Unlock for Corrections to Data Elements with
Limited/No Editing After Grace Period

n 4
Issuing Agency Device Identifiers - Primary, | Kit?

Secondary, Unit of Use,

Previous, Package
Brand Name Device Count Combination

Product?

Version or Model MRI Information For Single Use?
Sterility Latex Information Size Information
Information
Listing Number Premarket Submission

Information

27



Unlocking DI Record for Edits - WHEN NOT NEEDED

 Unlocking not needed to edit data elements with
no edit restrictions after grace period

Example: Adding catalog number to a device record

Record has no catalog number Need to add Catalog Number

Catalog Number: fm Catalog Number:
O ABOO1 qotl Eiede
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Unlock NOT Needed for Correction to Data
Elements with No Edit Restrictions

After Grace Period

)\

eeded
¢

>

Catalog Number

Device Description

Direct Mark DI

FDA Product Code

Commercial Distribution End
Date

HCT/P Product?

GMDN Code

Customer Contact Phone &
Email

Prescription Use?

Sterilization Method

Production Identifier
Information

OTC Use?

Storage & Handling
Information

29


Presenter
Presentation Notes
Catalog Number
Device Description
Commercial Distribution End Date
DM DI information
Customer Contact Phone & Email
HCT Product?
FDA Product Code
GMDN Code
Production Identifier Information
Rx Use?
OTC Use?
Storage & Handling Information
Sterlization Method


Unlocking DI Record for Edits - WHEN NOT TO USE

Do NOT use when new Device ldentifier assignment is
needed

— Changes to DI Trigger elements that are not corrections
— Issuing Agency guidelines for new DI assignment

Example: introduction of a new Version or Model

Record contains ﬂ New Version/Model
Version or Model Number: * | ’ J Assign a nhew DI and
ZCB00

— enter a new DI record

30


Presenter
Presentation Notes
Leads to “misidentification of device” or “ambiguity in its traceability”


Unlock for Edits - Wrap-up

Unlock functionality deployed and User Manual
posted to website on March 30, 2018

Use Unlock functionality for data corrections to
existing records

For new records, use the grace period for review
and edits

Remember that edit history is available to public
users
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Upcoming GUDID Enhancements



GUDID Release 2.3

 GS1 Check Digit validation for Device
ldentifiers

e Addition of Size List of Values

e Public release of DI Record Premarket
Submission and Supplement Numbers

33



Logic to Determine Public Release of
DI Record Premarket Submission Number*

Device
Registration &

Global Unique
Device

Listing Module
(DRLM)

Identification
Database (GUDID)

GUDID DI Device
Record Listing

v

FD - Proprietary
Premkt Listing ol?lu:\rl;e:'sitr:ng Brand
Name
Sub & Number DRLM

Sup Num

Release FDA . nf_ident_ia !
Premkt Sub & Designation = YE
—— »{ Sup Numon « YES YES?
AccessGUDID/ Establishment Activity Types
OpenFDA NO 5 = Manufacturer
v 6 = Remanufacturer
$tablishment Determine 7 = Repackager or Relabeler
Activity Type = Establishment | | 8 = Reprocessor
6,7,8,9 & 117 Activity Type 9 = Specification Developer
11 = Compliant File
*For details visit — GUDID Enhancements & Fixes web page g Establishment 7

S


https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceIdentification/GlobalUDIDatabaseGUDID/ucm393134.htm

Implementation in GUDID

 GUDID displays Public Release status for

Unpublished & Published DI records
GUDID Web

Premarket /\

FDA Premar ket Submission Supplement Public Release
Humber Humber ]

DEN040001 000 ™~

GUDID Export
<premarketSubmissions>

- <premarketSubmission>
<submissionNumber>K840455</submissionNumber>

<W,
<premarketSubmissionPublicRelease>Yes</premarketSubmissionPublicRelease>[>
</prema ssten

</premarketSubmissions>
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Presenter
Presentation Notes
Ensure listing number is correct
Tell them once the data is out, we cannot take it back

Premarket numbers allow Device Identification information to be linked with approval data and other sources of data within FDA. We have had request to release for a long time, but we had withheld due to concerns of business confidentiality.

Need to make this to a graphic – too many words


Making Changes to Public Release Status

e Public Release Status is derived from
Device Registration & Listing (R&L) data

* To change Public Release Status, update
data in R&L system

e Updates will take ~1 week to reflect in
GUDID, refreshed every Sunday night

36


Presenter
Presentation Notes
Ensure listing number is correct
Tell them once the data is out, we cannot take it back

Premarket numbers allow Device Identification information to be linked with approval data and other sources of data within FDA. We have had request to release for a long time, but we had withheld due to concerns of business confidentiality.

Need to make this to a graphic – too many words


Once publicly released, data will continue to
be available as part of ‘Device History’

DEVICE RECORD HISTORY %, DOWNLOAD: XML | JSON &= PRINT
P

Device Record History (e6e6f600-5e0d-4f08-8452-9d875ee38483) X

Primary Dl Number Public Version Date  Public Version Number  Public Version Status Download

Apr 11, 2018 2 (current) Update XL
¥,

Apr 02, 2018 1 Mew AML

Best Practice: Check your data in Registration & Listing
system BEFORE submission of GUDID DI Record
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Presentation Notes
Ensure listing number is correct
Tell them once the data is out, we cannot take it back

Premarket numbers allow Device Identification information to be linked with approval data and other sources of data within FDA. We have had request to release for a long time, but we had withheld due to concerns of business confidentiality.

Need to make this to a graphic – too many words


Communications on Public Release of
Premarket Information

September 2017: GUDID website updated with
logic
October 2017: Intent to release and logic

information communicated via Annual
Registration & Listing letter

~eb & April 2018: reminder emails to review
ogic and data in R&L system

38


Presenter
Presentation Notes
Premarket numbers allow Device Identification information to be linked with approval data and other sources of data within FDA. We have had request to release for a long time, but we had withheld due to concerns of business confidentiality.

Need to make this to a graphic – too many words


Tentative Release Schedule

e May 4, 2018
O Logic implemented and deployed to GUDID
O Labelers have ~8 weeks to review public release status
O To change release status, update data in R&L system
O Remember, changes take ~1 week to reflect in GUDID
e July 2, 2018

O Public release of Premarket Numbers

39


Presenter
Presentation Notes


Premarket numbers allow Device Identification information to be linked with approval data and other sources of data within FDA. We have had request to release for a long time, but we had withheld due to concerns of business confidentiality.

Need to make this to a graphic – too many words

Beginning of May 2018 – implementation of the releasability logic and beginning of the review period. 
During the review period, please review in GUDID if your premarket submission and supplement number will be publicly released as part of your DI record information. 
If after review you need to make any changes, please update the Proprietary Brand Name Confidentiality Flag in DRLM. For instructions on how to update in DRLM, you may refer to Step 14B of the instructions available here.
Beginning of June 2018 – public release of premarket submission and supplement numbers on AccessGUDID and OpenFDA



e Make 2018

Call for Action
the Year of GUDID Data Quality!!

* Review all existing DI records in GUDID and
make necessary corrections

e Tools availa

—Ability ex
review

nle
oort all submitted records for

—Unlock functionality for correction of existing

records
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Presentation Notes
Mention MDSAP and the UDI is a key component of that
Medical Device Safety Action Plan
Innovation & Safety -- are not polar opposites

New mandates under existing programs
New programs
--Recalibrate benefit-risk-framework for device oversight in pre/post mkt setting
--improve regulatory clarity regarding use of real world evidence
establishing UDI
--NEST
--Case for Quality
--Cybersecurity -- 

MDSAP
--safety of devices throughout TPLC
(1) Med Dev Safety Net -- establish;
(2) Regulatory Options - 
(3) Spur Innovation -- tool kit
(4) Cybersecurity -- software bill of materials; companies may be required to provide this during premarket review and to users; will help understand tech vulnerabilities; companies will be required to have coordinated communication channels post mkt; 
(5) Integrate pre-post mkt offices -- TPLC reorg


Call for Action

 Submit data that is accurate & complete

e Establish procedures to review and edit
records during the DI record grace period

 Continue to maintain quality data
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Presenter
Presentation Notes
Mention MDSAP and the UDI is a key component of that
Medical Device Safety Action Plan
Innovation & Safety -- are not polar opposites

New mandates under existing programs
New programs
--Recalibrate benefit-risk-framework for device oversight in pre/post mkt setting
--improve regulatory clarity regarding use of real world evidence
establishing UDI
--NEST
--Case for Quality
--Cybersecurity -- 

MDSAP
--safety of devices throughout TPLC
(1) Med Dev Safety Net -- establish;
(2) Regulatory Options - 
(3) Spur Innovation -- tool kit
(4) Cybersecurity -- software bill of materials; companies may be required to provide this during premarket review and to users; will help understand tech vulnerabilities; companies will be required to have coordinated communication channels post mkt; 
(5) Integrate pre-post mkt offices -- TPLC reorg
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Reminders

* Please sign up to receive email notifications

e Questions/Assistance — FDA UDI Help Desk,
www.fda.gov/udi

Thank you!
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Presenter
Presentation Notes
Need to add link to User Manual; Enhancmenets and Fixes Page; Document Updates
Reiterate

http://www.fda.gov/udi
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