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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

.

J’h Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993

March 22, 2016

Tara M. Federici, Vice President

Zachary A. Rothstein, Associate Vice President
Technology and Regulatory Affairs

Advanced Medical Technology Association
701 Pennsylvania Ave, N.W., Suite 800
Washington, D.C. 20004-2654

Dear Tara and Zach:

This letter is in response to issues the Advanced Medical Technology Association (AdvaMed) raised to
the Food and Drug Administration (FDA) regarding implementation of the Unique Device Identification
final rule (UDI rule). We address each issue in the response that follows.

1. Making the UDI available at the point of implantation or use.

The objective of the UDI rule is to establish a system for the adequate identification of medical devices
through distribution and use. For certain devices, FDA realizes there are unique complexities and
challenges for conveying UDIs at the point of use.

In a November 19, 2014 letter to implant manufacturers, FDA provided an extension of the UDI labeling
compliance date to September 24, 2016, for specific listed implant devices. The additional time provided
by the extension was intended to allow the affected labelers to develop and implement approaches that
will help ensure that the UDI is readily available at the point of use.

On September 17, 2015, the AdvaMed Orthopedic Working Group met with FDA to present several
approaches that would allow healthcare professionals to derive and record the UDI of non-sterile implant
products at the point of use. We are attaching the materials you presented to FDA describing these
methods and note you have made them available on your website at
http://advamed.org/res/1035/spine/trauma/cmf-sets-and-udi.

A. Making the UDI available at the point of implantation by using a cross reference tool
with production-specific identification information on the device.

The approaches presented generally employ production-specific identification information on the
device with a cross reference tool. By combining the two, the full UDI can be derived and is
available at the point of use. The AdvaMed Orthopedic Working Group explained that the use of
production information on the device in conjunction with cross-referencing would allow the full
UDI [device identifier (DI) and production identifiers (PI)] to be derived and recorded at the
point of use for most non-sterile implant products. AdvaMed asked FDA to confirm that
AdvaMed’s approaches meet the objectives of the UDI rule.


http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceIdentification/UDIExceptionsAlternativesandTimeExtensions/UCM423853.pdf
http://advamed.org/res/1035/spine/trauma/cmf-sets-and-udi

FDA agrees that for non-sterile implantable devices, making the UDI available by combining
production-specific identification information on the device with a cross reference tool and
noting in the design history file the means by which the UDI is made available at the point of
implantation meets the objectives of the UDI rule given present technological limitations.

B. Using a cross-reference tool where the full UDI is not available because the production-
specific information is not on the device.

For certain non-sterile implantable devices (e.g., very small bone screws), size, geometry,
material specifications, and/or other markings required for patient safety make it technologically
infeasible to directly mark production-specific information and therefore only the DI—not the
full UDI—can be derived and recorded at the point of use. AdvaMed asked FDA to clarify that
for those non-sterile implantable devices where, for the reasons stated above, it would not be
technologically feasible to derive and record the full UDI at point of implantation, the
availability of the DI alone meets the objectives of the UDI rule.

FDA notes that under 21 CFR 801.30(d), class I devices may exclude the production identifier
(i.e., the labeling and packaging of class | devices are permitted to include the DI only). For non-
sterile implantable devices not covered by the general exception in 21 CFR 801.30(d) (i.e., class
Il and class 11 devices), FDA understands with current technology there are cases in which size,
geometry, material specifications, and/or other markings required for patient safety may not
permit direct marking with production information, and therefore the entire UDI may not be
available at point of use. In such cases, making the DI alone available at the point of use for non-
sterile implantable devices meets the objectives of the UDI rule .

FDA understands industry will continue to develop technologies for making the full UDI available at the
point of use that do not rely on indirect methods such as cross-reference tools. We look forward to
receiving updates on industry’s progress.

2. Devices consigned or loaned to health care facilities prior their applicable UDI compliance date.

FDA is aware of concern surrounding UDI labeling requirements for devices that are consigned or loaned
to hospitals or other health care facilities as of their applicable UDI labeling and data submission
compliance date.

Under the UDI final rule, including the exception provided by 21 CFR 801.30(a)(1), devices labeled and
consigned or loaned to hospitals or other health care facilities as of their applicable compliance date
would be required to be labeled according to UDI requirements no later than three years after the labeling
and data submission compliance date. However, there are consigned or loaded devices have an expected
shelf and/or use life beyond the three-year period provided under 21 CFR 801.30(a)(1). AdvaMed has
expressed concern that the agency will expect these devices to be UDI compliant by the end of the three-
year period, which would require removal of these devices from the field before the end of their life
expectancy. For such devices that would be subject to UDI direct marking requirements, but had already
been directly marked with non-UDI markings, making these devices UDI compliant would also be a
significant technological challenge.

We understand that certain devices consigned or loaned to hospitals or other health care facilities prior to
their UDI compliance date may have life expectancies beyond the three year exception provided by 21
CFR 801.30(a)(1). We agree that, three years after the applicable labeling and data submission
compliance date, having labelers locate, remove, store, and/or rework such devices that had already been



consigned or loaned to hospitals would be impractical, costly, and disruptive to clinical practice and the
supply chain. We understand that it could also create shortages and have a detrimental impact on public
health by interfering with healthcare delivery. As we have communicated publicly, we do not believe that
the UDI program goals will be served by requiring devices already consigned or loaned to hospitals or
other health care facilities before their applicable compliance date to comply with UDI requirements
even after the 3-year exception expires. FDA is considering methods to formalize its policy positions on
consigned and loaned devices.

Again, thank you for the work that AdvaMed and the Orthopedic Working Group has invested and
continues to invest in helping to develop solutions to bring UDI to the point of use for devices in end-
user sterilized surgical sets. We look forward to our continued cooperation. If you have any questions,
please do not hesitate to contact me or the CDRH/OSB Informatics team.

Sincerely,

Tom Grass, M.D., M.P.H.

Director, Office of Surveillance and Biometrics
Center for Devices and Radiological Health
U.S. Food and Drug Administration
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Update and Demonstration to FDA:
AdvaMed Ad Hoc Spine/Trauma Trays
and UDI Working Group

Disclaimer:-The information and perspectives represented in this document are not
intended to represent a standard and do not represent legal or compliance advice.

BRINGING INNOVATION TO PATIENT CARE WORLDWIDE September 17, 2015
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Aug. 21, 2014 — Ad Hoc Spine/Trauma Trays and UDI Working Group presentation to
FDA UDI Team

e Received verbal FDA assurance that compliance options including inventory control
form with related direct part marking exceptions for DI and/or Pl would be
considered compliant

e Received verbal assurances in subsequent conference calls with FDA UDI team
members

Nov. 19, 2014 — FDA UDI Extension Letter to Implant Labelers with link to 8/21/2014
AdvaMed presentation

Sept. 17, 2015 — Demonstration for FDA of how UDI information can be provided at
point of use for devices distributed in trays and intended to be reprocessed before
each use

Ad Hoc Spine/Trauma Trays and UDI Working Group continues to collaborate to
respond to UDI issues and concerns



Industry Goals A AdaMed

Industry is seeking methods that provide UDI
information at the point of use in a way that meets:

1. The complex needs of our customers and
ensures patient safety

2. The compliance requirements of the FDA

3. Andis easy and straightforward to administer
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1. Live demonstration of UDI compliance options at the
point of use.

Sterile package / Implant record

Non-sterile implants / Inventory control sheet
Non-sterile instruments / Cross-referencing
Future considerations

2. Recommendation for UDI implementation options for
non-sterile devices

3. Overview of OSEL proposals



Sterile Package Demo A AdvaMed
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Implant Record A AdvaMed

Implant record documentation IMP LANT MEMO

1. Circulating nurse collects all
Chart-Stix during surgery OR#____ DATE___

2. Chart-Stix are placed in
implant record after
i m p | a ntatIO n Implants/Prosthesis Sticker/ Info.

3. From a completed implant
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1. Keyin
GTI N / I—Ot#/ca ta I Og# CH?EL:STIK@ LABEL 7'{smith&nephew Q
:0;752’,\‘}},2‘334 20250701 8
2. Scan barcode Hmasmer
A e
* . . (01) 035086010 59766 3 (17) 25070 (10) 15GM02844
Full UDI available at point -

of use

ATTACH TO PATIENT'S R



Barcode Scan 7Q AdvaMed

GS1 Barcode can be
scanned into EHR
for efficient
documentation of
the UDI




Smart Device
software:

GTIN
Lot #
Part #

Description

= W N

*Full UDI available
at point of use

Smart Device App

iPad ¥

CWR Mobile CRM

7 Calendar

_ Accounts

%/ Contacts

@ Surgery Cases

_ Sales Orders

% Caddy

& Inventory Transfer

& Inventory Count

% Inventory

% QC Hold

2 Mobile OSC
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thy’ Price ‘

Out 71306118 |15FM13525 | 03596010292025 ' SYN POR HO FEM CO...

Out 71331866 15GM02844 | 03596010597663 |R3 0 HOLE ACET SHE...

Out

Qty. Price

1

1

Sw s APEAKI

APEAKI

RPEAKI

RPEAKI

hPEAKI

APEAKI

APEAKI

LPEAKI

APEAKI

APEAKI

APEAKI
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Order Summary

Order Summary is sent
to the hospital and
includes:

1. UDI information
2. Quantity
3. Price

*Full UDI sent to the
hospital as part of sales
order summary

/

AdvaMed

Advanced Medical Technology Association

ORDER

SUMMARY

- 'r.— 2
7y smith&nephew

Date: Sep 03, 2015 12:38 PM

Customer.

Bill to Account

T 123456 (HESAPEAKE REGICHAL
123456~ (HESAPEAKE REGIONAL

Ship to Accour 173456 CHESAPEAE REGICNAL

Sales Rep: CRM Test 1
Ref #: 0ZES12681972
Purchase Order #:
Approved By:

Credit Card Holder:

Credit Card:
Credit (===

Item # Lot #
Surge

Pallenlly

it Card Expiration

Surgeon: JAMES, DEV

Rnsom

GTIN

Item #

B&6

Description

306118 SYN PORHOC FEM COM 57 18
1 F2 0 HOLE ACET SHELL 66MM

Lot # GTIN

15FM13525  03596010252025

15GMO2B44  03596010597663 1

Unit

Qty  Price

Price

Total Contract Price:

Many of Smith & Nephew's products are not listed on 2 government purchasing agreement such as a Federal Supply Schedule or
Distribution and Fricing Agreement. Unless Smith & Nephew otherwise agrees in writing, any product not listed on a government
purchasing agreement is offered for sale under Smith & Nephev's commercial terms. Smith & Nephew does not make any
representations or certifications that any product not listed on a Federal Supply Schedule or other government purchasing agreement
is a "domastic end product® under the Buy American Act, or a "designated country end product” or “U.5.-made end product” under

the Trade

Agreements Act.

I'CERTIFY THAT THE ABOVE LISTED ITEMS WERE RECEIVED IN THE ORIGINAL FACTORY PACKAGING:

Signature

Date

10
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GUDID Cross-Reference  [za \asas

=
&' '@ http://accessgudid.nim.nih.gov/devices/search?page=28&query="* P~ @ AccessGUDID - Smith &am... [n} ‘.'::’
75 Ip Suggested Sites + a Free Hotmail a Web Slice Gallery =
'-""“'_'"“ raLRayel g > SYNERGLY - UsodbUIUZd1d0U [ +)
Sterile SYNERGY POROUS HIGH OFFSET FEMORAL SIZE 11
Sterilization Prior To Use % Company Name: Smith & Nephew, Inc. Version or Model: 71306111
Issuing Agency > SYNERGY - 03596010291967 (4
SYNERGY POROUS HIGH OFFSET FEMORAL SIZE 12
Company Name: Smith & Nephew, Inc. Version or Model: 71306112
SYNERGY - 03596010292001 (+]
SYNERGY POROUS HIGH OFFSET FEMORAL COMPONENT 5Z 16
Company Name: Smith & Nephew, Inc. Version or Model: 71306116
SYNERGY - 03596010292018 (+)
SYNERGY POROUS HIGH OFFSET FEMORAL COMPONENT 52 17
Company Name: Smith & Nephew, Inc. Version or Model: 71306117

SYNERGY - 03596010232025
SYNERGY POROUS HIGH OFFSET FEMORAL COMPONENT SZ 18

Company Name: Smith & Nephew, Inc. Version or Model: 71306118

11




Sterile Package Summary [RraNa e e

Sterile Packaging Method:
1. Labels and Chart-Stix are UDI IMPLANT MEMO

compliant

2. The gathering of the Chart-Stix RN. Name
labels and placement on the
implant record is standard OR

protocol :@5

3. Hospitals have multiple ways to [
document UDI in the EHR

1. Scan ;

2. Keyin

4. Sales orders including UDI
information are sent to hospitals

for billing purposes .



Sterile Package Summary RV

vanced Medical Technology Association

The Sterile package method meets:

1.

The complex needs of our customers and
ensures patient safety

The compliance requirements of the FDA

And is easy and straightforward to administer

dvaMed

13

&




AdvaMed

Advanced Medical Technology Association

Proximal Tibia
Fracture Demo

| D ° Instruments
.. 3 o

1

2. Plate Tray

3. Screw Caddy

4. Inventory Sheets

PROXIMAL TIBIA
~

/

il

Il ‘ :

DISTAL TIBIA
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DPM Considerations

Factors that may limit DPM

1. Safety/effectiveness
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Material properties

2. Size/geometry of the non-
sterile device

4. Technological feasibility

3.

5. Other required markings
(e.g., material type,

’

anatomic location for use

etc.)
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Implant Selection AR

Surgeon calls for the
implant needed

— Lateral Proximal
tibia plate

— 4 hole left




Circulating
nurse identifies
the implant on
the Inventory
Control sheet

TIBIA LOCKING PLATES

DISTAL TIBIA

Cross Reference

A

AdvaMed

Advanced Medical Technology Association

e smith&nephew
Date: PERI-LOCVLP 0 Plates
To order: 1-B00-238-7538
POSTEROMEDIAL PROXIMAL TIBIA LOCKING PLATES
aTy Description Catalog # GTIN Lot# Bar Code
wierreamt rasoios e N
7HLEFTSEMM  |72820107 |00885556067536 )00 O 0
191 PR eI 192 11 D HAMFLE
% AH RIGHT 64MM 72820204 |D0B85556065782 I!IIIH![LI!J!!]I|!J‘l’IJLIJ!llll!ﬂL"!""I" II
s S S S TN
= ¢ LATERAL PROXIMAL TIBIA LOCKING PLATES
E aTy Description Catalog # GTIN Lot# Bar Code
g e L P T
suisrTomm | 7s200s | casseoosaios A
PN PN — AN
GHRIGHTS3MM | 72820406 | 008sssS6067086 VAN
P POSTERIOR DISTAL TIBIA LOCKING PLATES

17




Implant Selection ECet/

Scrub nurse calls out the
lot #

‘08AM 14036’




Record Lot #

Circulating nurse writes in the
quantity and lot# information in

the space provided.

*Full UDI available at point

of use

.. Fﬂ?fhr-%czh ST

AdvaMed

Advanced Medical Technology Association

I.ATERAL FHDIMAL TI BIA LGCI(I NG FLATES

ST

IEEEE T ’%’w i ~.~"ﬁ

ElﬂﬁlllilﬂIIiIEEIIIlHIIIlIIIIIﬁIIIEII

I 4H LEFT 6EMDb FAEI0304 | OORRSEERIEE1A2 Wm
Q
outerrssum | 720306 | ossseamoconoes v1"|iﬂ||l|||ﬂ|ﬂﬂ|||||ﬂ||||||||ﬂﬂ1
101} O3S0 L06036H6 | 10) SAMPLE
SH RIGHT 68na | 72820404 | 00BRSSSE0EGTID @IEIIM"H&E&%@!HI“R
4 RIGHTSIMN | 72820406 | 00BSSS606708 SR R OO R AR
101} 03558010625257 | 1) SAMPLE
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Surgeon calls for
SCrews:

1. 3.5 cortex
screw 20mm

2. 3.5 cortex
screw 22mm
3. 3.5 cortex

screw 24mm
Circulating nurse:

1. Locates
implant on
Cross
reference
sheet

2. Documents
quantity used

Iveesrtory Control Sheat

Patient Mame:

Diate:

To order: 1-B-236-7536

Repeat Steps for Screws

7

AdvaMed

Advanced Medical Technology Association

>\ smith&nephew

PERI-

LOC VLP ¢ Screws

3.5MM CORTEX SCREWS SELF-TAPPING

aQTY  Length  Catalog# GTIN Bar Code OTY  Llengsh || Catalog & GTIN Bar Cods
emma | 71821308 | oosassssoscaza| IR0 O OO T 36MM | T1821336 | 03596010625533 |.IIII|||||"|||l|I|I||I|I||“ (I
01y SO SESADEE 182 (105 EANELE SESRDEETRT M
smam | 71521308 | ooszssssoazoss | NN N0 TG sswma | 71s2ssss | oasssozos2ssao | NN N0 MOTRT
10w OSRSES A DEE A2 M0 EANF
somma | 71821310 | o3sssosaszssso| HILIUEIL NN 0 N0 T somm | 71521320 | o3sssoioszssst ||||||||||||| ||||_ 0L L
Iy SNBSS ES DGR 1A (05 EAMF| = 2 (11 EANPL
sanm | 71821312 | 0353601082542 |I|||||| ||:!rL|||| L |||||||||| l[] samm | 7aszssz | assesososzssse | INNIMINMIEIN N IRLRD N1 0 MONRD O
| - |’ | =L
emma | 71521312 | ossssoroszsasa! I ININRINND LN N L assna | 7uszazas | oasssoxoszss7+ | |INIONIRIDON O N0 OO
[ 2 W SASESADEE 1R M0 EANFLE
ssmm | 71821316 | oasesoznszsasa | I OO0 N |||||||| [ a6MM | 71821346 | 03596010625588 |||||||||||||||| OO O
Iy SIS SESAEE B2 (04 EAMT 1 SR SES A DG 16, 11 EANTTLE
18MM | 71821318 | D3596010625458 |.|“I|l||||| |I|l |I|I||I_|I_||“ I} asmm | 71821348 | o3sssoioszsses I.I-:!.!zlsllln!l:!'!al!.’lf|1|!|'!1.11I||.I”“ (I
I ZONIMA T1EZ13720 | 035960106254565 Illlllll Il" |l|l .lll |I|II|I| ||I' SOMM T18Z1350 035960106 25601 IIIIIIlllIl" |I|l |I Il |I|II|II "Il
01 EOSRSESADEE 182 (104 EANPLE SoafbEf1aa f
| | 22vm | 71821322 | o3sesonosasera ||||| ||||||||||||||| |l|||||||| IS ssim | 71821355 | o3sasozoszses NN ML 0N O 0 OO
DE2EY yOOSASESADER1AD (100 EAMF|
| | 229w | 71821320 |o3ssecioeorss I!.'!JII-I!L!.HLIJI |!!JL||!||| [ [} comm | 71821360 | 03seeoace2se2s |||‘:!A|==|5||||!|:!r!§||| ![|||||||||| (Il
i F501 B0A1BE | 10pSAMPLE 5 B2
26mm | 71321326 | o3sasozoszsass | || I ARIRAR 00 AR RO AN sswm | 71521365 | ooBEssssoiiave |I|||I||||||| L ||||_||_|||| ([
01 p DIEDS I 06E LED 1 §0) SAMPLE 1HEOEE oS RGE1A 110 BT
2smm | 71821325 | ossssoroszsass | IINININEINNL L [N UMITAE 0 sowm | 71521370 | oosassssasx7so. | IININIMIEN N 0100 O 00 MO
SORM 71821330 | 03596010625502 IIJ!IC!,!Jlﬁll‘!l:!'!&l‘ll.’l!1||!rﬂLlllll|I| ||I' T5MM T1BZ1375 DMIER5556040263 IU-.IIC!.!Elillcll'lll:!'!al‘ll.’l!1||!rH.l'lllIllll ”I'
sonm | 71821332 | 03536010825519 |I|||||| |||| ||||_ || ||||_||_|||| [ sosm | 71s213s0 | oossssssoeoaso | IIMIIIHRILD IR OO OR O AMK
I v POEESES A DEE 182 M0 EANTFL
J4MM 71821334 | D3596010625526 Illllllllll:!_!allll |.|I| |I|II|I| ||I' ‘.m
| - |’ |
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Surgeon calls for
SCrews:

1. 3.5locking
screw 20mm

2. 3.5locking
screw 22mm

3. 3.5locking
screw 24mm

Circulating nurse:

1. Locates
implant on
Cross
reference
sheet

2. Documents

quantity used

Repeat Steps

7

AdvaMed

Advanced Medical Technology Association

3.5MM LOCKING SCREWS SELF-TAPPING

OTY  Length  Catalog® GTIN Bar Code OTV _ length  Catalog® GTIN Bar Code
6MM | 71821206 | 0885556040850 II||||I|I|||I”|I”|II Illlllll 36MM | 71821236 | 0359601062531 |l:lllllllllll|:!_L|1!,l|lll||||I||“ ([
aeah w1
BMM | 71821208 | 00885556041055 II||||I|I|||I”|I”|II Illlllll 38MM | 71821238 | 03596010625328 EI{!II'I"'“ |||l ||||||I|I||“ (]
[N I
10MM | 71821210 | 3596010625229 ||l|||||"||| || || |.|||III| (| aomm | 71821240 | 03596010625335 I-:..nl.:!,!!-_;ll|.!':!—L'!-"J.—','M."!”“ ([
12MM | 71821212 | 3596010619754 Illlllll|!L',-U!,"J,-"H""”“ N a2mm | 71821242 | 0359010625342 |l|“l|||||" |||l |l|||||||||“ {1l
Ml E
e | oveee | s IO IININTE | | o | s | cssonsses T MRV
yemamt | 71s21218 | oasasoxoszszes | HINIIINRIDHD AR O RO RN asm | 7iszizas | oasssososzssss | WNNINVRIDN IR OO RN
10y COBESESADEE 1R (1) EANFL 10y COSESESRDEG 1R (1Y EANFL
18MM | 71821218 | 03596010625250 |l!||c!!!!|5|!!L|!|l1|!|ﬂl!|!||“ {1l 28MM | 71821248 | 0359601025373 |l||||||||||| |||l |I||||||I||“ [l
| | zomm | 71521220 | 03596010619761 Igluﬂjlsl!!L|!|l1|!|ﬂl!l!l|“ (] S0MM | 71821250 | 0359601062530 |II“I||||:!_!&|||lI |l|||||||||“ [
| e | sz | csseoaczses IV IR | | ssune | sz | cssscuosssr MMM MR ML I
| | 2emm | 71521226 | ossescuoszszzal IIMMINMMIINN 10 MLLWMAAIN | | sommms | 7ssz12s0 | casssonoszsas | INNRINEINNITRND I 1N MDY 0N
1043 0AZHE0A0E2ETTA 0] SMMPLE el DERTRZ M
26MM | 71821226 | 03596010607164 ssmm | 7aszazes | ooasssseocoras | JMININNIIRIOD OO OR0 OO | OO O
Ay LOSESESRDEETRZ MITY EAMPLE
28MM | 71821228 | 03596010607171 II||||I|I|||I”|I”|II Illlllll 7owma | 7es2az70 | ooaassssososss | |NINIOHILIO AN O RN
T 1y COSESESRDER 1R (Y EANFLE
som | 71821230 | 0338601062528 |I||||||||||| il |l|||||_||_|||| | | 7svwa | 71521275 | cossssssoessas | HNNIMKINNDVOOR OO0 OO Y
Ay LOSESESRDEETR2 MITY EAMPL
32MM | 71821232 | 03506010625298 |l|“l|l|||" [ |l|||||||||“ ([ somm | 7aszi2s0 | oossssseoessas | |NINIONIIRIOD OO0 1 OO
SHOIGETET (10 EANY Ay LOSESESRDEETRZ MITY EAMPLE
semm | 7152123 | o3sssonoszssae| [INININENNI |||l |I|I||I_|I_I|“ {1 W
0y OSESESADEETRZ MIT) EANPL
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Implant Record AN S -

Implant Record Documentation

1. Circulating nurse gathers all completed inventory control sheets, and this now forms the
implant record (similar to sterile packaging method)
2. From the implant record, the circulating nurse can:

1. Key in GTIN/Lot#/Catalog#

2.  Scan barcode
*Full UDI available at point of use for the plate: Partial UDI available for the screws

L : I.ATERAL FHDJ{IMAI. TIBIA LOCKIMG PLATES
| | amierresnm | 72sa0%04 | oosessse0ssis | ,g am 14 03b EIﬂEI!IiIHIIiIEEIIItHI|||I|I||I1IIIEII
ierTosmam | 72820306 | ossosot00069 UL SRS &

{013 03S0E0 I0E0IE 16 { 10) SAMPLE
AHRIGHT68MM | 72820404 | OoBASESE06GTES A0 0030 SO A
bH RHGHT 93MRE FIR20406 | OOBBSSSEOLTOBL llallﬂ"%!il?!HIM“IIHHII‘"I

(01 OB AEERDEE 187

| | 220w | 71521322 | oasesazoszsazz| 1IN I AN AR ARE ssmm | 71821355 | o3sssoseszsess. | HININOMIINNLININ NN 0OV
1011 GEEG ELPHIERES 72 1101 SAMPLE DEE1EZ (101 EANFL

104V E0aESESA|

| stem | saszssas | aassecsosorsse] MMMV NINMUIN| | coums | 7sczssco | assseosceaseas |INLINENL M IRIJLRION AW

(R Eera Bt A1

| | 2omm | 72521320 | oxsssozoszsass | INNNNNNNRIOD NN 0 OO OO soma | 71821350 | oasssososzseon | NN 0 N LMD 0
10 SOSESESADEETA2 M0 EAMPL 55

T PO GEE DGR (100 AN L
| | 2w | 7121222 | oasssaxoszszs| (IMINNINN 000 HOANIN OO O 0T IR sswm | 71s212ss | oasesososzszs7 | NINNINNIRIN OO OO LN
Oy RS0 G507 (10 GAaMPLE I} EORESEEADER 1A M0 EAMPLE 22
| | 2emm | 71821226 | csseasosaszze| IR |0 ODET DN somm | 71s22sa | oasssososzseos |IINNNIINININNN A R0 MEVE N
1013 Q2Z0E0H0=25274 1901 ANMPLE (G SOER RS R R 187 M0 EANFL

l 20KM 71821220 ( D3596010615761 Iu!!:-".!‘!s'!E||!|:!’|;a|1l.’|!1|l’l\||!.l|l'|l.l‘l|II ||II S08AM 71821250 03596010625380 Ill“lll"l" |l|l |I|I| |I|II|“ "II




Barcode Scanner

Inventory control sheets
have a simple method to
cross reference to the
GTIN and this information
can be scanned into EHR

AdvaMed

/ Advanced Medical Technology Association

| POSTEROLATERAL DISTAL FIBULA LOCKING PLATES
L S U
Illl 110 IHI lllllllll

RO |
e v j
|

\\\\\\\

,,,,,,

i

101) 035060
‘llm
\:auao,q ,,

REV 29,0 4
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Smart Device App

Smart Device
software:

CWR Mobile CRM

1. GTIN
2. Lot#if

% Contacts
avallable @ Surgery Cases

_. Sales Orders

3. Part#

% Inventory Transfer

4. Description

% Inventory
% QC Hold

- Mobile OSC

*Full or partial
UDI available at
point of use

Cancel

Out 71171225

Out

Out

Out

Out

Out

Out

Out

Out

71171222

71821224

71821226

71821322

71821324

71821326

72820304

SAMPLE

SAMPLE

SAMPLE

SAMPLE

SAMPLE

SAMPLE

SAMPLE

SAMPLE

/

03596010603616
03596010603593
03596010625274
03596010607164
03596010625472
03596010607188
03596010625489

00885556068182

AdvaMed

Advanced Medical Technology Association

PERI-LOC VLP 2.7MM...

PERI-LOC VLP 3.5MM..

PERI-LOC VLP 3.5MM...

PERI-LOC VLP 3.5MM...

PERI-LOC VLP 3.5MM..

PERI-LOC VLP 3.5MM...

PERI-LOC VLP 3.5MM..

P-LVLP 3.5MM L-P TI..,

96% -

Save
1

Qty. Price

$ 530.00]

b




Order Summary

Order Summary is sent
to the hospital and
includes:

1. UDI information
2. Quantity
3. Price

*Full or partial UDI sent
to the hospital as part
of sales order summary

AdvaMed

/ Advanced Medical Technology Association

-=."la shls O L
7y smith&nephew

Date: Sep 01, 2015 05:04 FM
123456 CHESAPEAKE REGIONA
Bill to Account  123456- (HESAPEME REGIONAL

Customer:

Sales Rep: CRM Test 1
Ref #: DZES12675964
Purchase Order #:

Ship to Account: 123456 CHESAPEAKE REGICMNAL Approved By:
Credit Card: Credit Card Holder:
Credit Card #: Credit Card Expiration Date:
sueen) Jtem # M Lot # rgeon: | JAVES DB TN
Patient 0115
A\ Unit  Extended
Description Lot # GTIN Oty Price Price
PERI-LOCWLP 2.7MM X 3.5MM DRILL GUIDE SAMPLE 03596010603616 1
PERI-LOCWVLP UNIV DRILL GUIDEHANDLE SAMPLE 03596010603553 1
PERI-LOC WVLP 3.5MM X 24MM LCK SCRW 5-T SAMPLE 03596010625274 1
71821226  PERI-LOCVLP 3.5MM X 26MM LCK SCRW 5-T SAMPLE 03596010607164 1
71821322 PERI-LOCVLP 3.5MM X Z2MM CRTA SCRWS-T SAMPLE 03596010625472 1
71821324 PERI-LOCVLP 3.5MM X 24MM CRTA SCRWS-T  SAMPLE 03596010607188 1
71821326  PERI-LOCVLP 3.5MM X 26MM CRTX SCRWS-T SAMPLE 03596010625489 1
72820304  P-LVLP 3.5MM L-P TIELIA LK PL4H L 68MM SAMPLE ODBELES60EE8182 1
Total Contract Price:

Many of Smith & Nephew's products are not listed on a government purchasing agreement such as a Federal Supply Schedule or
Distribution and Pricing Agreement. Unless Smith & Nephew otherwise agrees in writing, any product not listed on a government
purchasing agreement is offered for sale under Smith & Nephew's commercial terms. Smith & Nephew does not make any
represantations or certifications that any product not listed on a Faderal Supply Schedule or ather government purchasing agreament
is & "domestic end product™ under the Buy American Act, or & "designated country end product” or "U.S.-made end product” under
the Trade Agreements Act.

1CERTIFY THAT THE ABOVE LISTED ITEMS WERE RECEIVED IN THE ORIGINAL FACTORY PACKAGING:

Signature

Date

25
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(¥) DePuySynthes /2.0l Unique Device Identification 2

commmies or fohmonfohmon He | p

Review Case Information (Optional)

In the UDI site's interactive areas, all information you provide is optional and the information will be governed by our Privacy Policy

Hospital Name: Operating Room:
Mercy 1 B
Surgery Date and Time: Surgeon Name: Case ID:
Click on calendar icon to pick date =] Smith & 123456 L Y

clear case information

Q, Search Products:| Trauma

-

Starts With v 02112 Match: SKUW® GTIN{C Description(

All Operating Companies
CMF

Codman wisin
Your Case (0
Search Resu .y = ©)

Add products to yo| Orthopaedics Click "Done!" when finished.
Product No. Spine UOM Product No, GTIN Qry

Trauma

02.112.006 Trauma 10886982032553 EA Add © No products yet added to your case.

clear case contents...
02.112.0065 Trauma 10886982032560 EA Add ©

3.5MM LCP SUP ANT CLAVICLE PLW/LAT EXTN 3H/RT/69MM

26



Add Product to Case

Product No. Company GTIN
02.112.145 Trauma 10886982034038

2.7MM/3.5MM LCP LATERAL DISTALFIBULA PLATE 7H/LEFT/125MM

Enter LOT Number Product Quantity

123456 ‘ 1 ‘

If you don't know the LOT number or if you leave this blank,
the date of the surgery will be used instead.

/

Cancel Add to Case ©

AdvaMed

Advanced Medical Technology Association




AdvaMed
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W, >earcn Froaucts: - Irauma v STars witn ¥ 24, Match: SKUW GIINL) Uescription ) m
p
" " & Your Case (6)
Search Results for "204." (109)
Add products to your Case to create a report of all ltems. Click "Donel” when finished.
Product No. Company GTIN UoMm Product No. GTIN Qry
204.010 Trauma 10886982145338 EA Add © 02.112.145 10886982034038 1 Q

2.7MM/3.5MM LCP LATERAL DISTALFIBULA PLATE
7H/LEFT/125MM

3.5MM CORTEX SCREW 10MM

204.012 Trauma 10886982145345 EA Add ©
202212 10886982143969 2 Q

R L s ala 2.7MM LOCKING SCREW SLF-TPNGWITH T8

STARDRIVE RECESS 12MM

204.014 Trauma 10886982145352 EA Add ©

202.232 0886982144072 1 [
3.5MM CORTEX SCREW 14MM

2.7MM LOCKING SCREW SLF-TPNGWITH T8

STARDRIVE RECESS 32MM
204.016 Trauma 10886982145369 EA Add ©

3.5MM CORTEX SCREW 16MM 204.020 10886982145323 1 [ @

3.5MM CORTEX SCREW 20MM
204.018 Trauma 10886982145376 EA Add ©

3.5MM CORTEX SCREW 18MM 213.032 10886982153135 1 Q

3.5MM LOCKING SCREWSELF-TAPPING 32MM
204,020 Trauma 10886982145383 EA Add ©

28
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Review Case Information (Optional)

In the UDI site's interactive areas, all information you provide is optional and the information will be governed by our Privacy Policy

Hospital Name: Operating Room:
Mercy B 1 B
Surgery Date and Time: Surgeon Name: Case ID:
Click on calendar icon to pick date = Smith - 123456 L

clear case information

== Your Case (6) Download:

[ uDi |
Download PDF with:
Product No. Compan GTIN LOT Number Date Lot Uom Quanti
e 1D Barcodes
1 02.112.145 Trauma 10886932034038 123456 EA 1 UDI 1D Barcode
2. 7MM/3.5MM LCP LATERAL DISTALFIBULA PLATE 7H/LEFT/125MM 2D Barcodes
2 202,212 Trauma 10886982143969 456789 EA 2 0
2.7MM LOCKING SCREW SLF-TPNGWITH T8 STARDRIVE RECESS 12MM
3 202.232 Trauma 10886982144072 78965 EA 1 0
2.7MM LOCKING SCREW SLF-TPNGWITH T8 STARDRIVE RECESS 32MM
- 204.020 Trauma 10886932145383 L6421 EA 1 0

3.5MM CORTEX SCREW 20MM



Additional Cross Reference AdvaMed

Approach

(§) DePuySynthes

COMPARIES 0F Huﬁ-e-u-ﬁ-ﬂ\«en

/ Advanced Medical Technology Association

Unique Device Identification

Surgery Date and Time:

Surgeon Name: Smith
Case RCDUI‘{ (ID: 123456) Hospital Name: Mercy
Operating Room: 1
Case 1D 123456
&= Products
UDI |
Product No. Company GTIN LOT Nao. Date Lot UOM  QTY Barcode
1. 02.112.145 Trauma 0886982034038 123456
(I (TR ATCRR T i
2. 7MM/3.5MM LCP LATERAL DISTALFIBULA PLATE TH/LEFT/125MM (0110886932034 0360101123456
2. 202212 Trauma 10BBGIE2 143969 436789 EA 2
(U AL TR R Tt
2, 7MM LOCKING SCREW SLF-TPNGWITH T8 STARDRIVE RECESS 12MM (0110886982143 2600100456789
3, 202232 Trauma I0R869R2 144072 78963 EA
0V 0O AW
2. 7MM LOCKING SCREW SLF-TPNGWITH T8 STARDRIVE RECESS 12MM (01110886982144072(10176065
4. 204.020 Trauma I088A9R2 145383 36421 EA
I 0V TR OO 00
3.5MM CORTEX SCREW 20MM (01110886952145353(10156421
5. 213032 Trauma 0886982153135 332145 EA

3.5MM LOCKING SCREWSELF-TAPPING 32MM

[01110886932153135(100332145

. 213034 Trauma I0BBA9B2153142 542134

3.5MM LOCKING SCREWSELF-TAPPING 34MM

1110886932153142(101542134



Additional Cross Reference Q ]
A p p roac h Advanced Medical Technology Association

Al - J= | Product No.
A B C

Product MNo. EEn:erlp'Elrwr GTIMN

02.112.145 Trauma 10886982034038
202.212 Trauma 10886982143969
202.232 Trauma 10886982144072
204.020 Trauma 10886982145383
213.032 Trauma 10886982153135
213.034 Trauma 10886982153142

This document contains sensitive data that is highly restricted

b= | = | =k | =k | =
ﬁhwm—hgmmﬂmU‘ILWM—h
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I Stryker.com GTIN Downlc X Y

“~ => C A [) www.stryker.com/GTINDownloadForm/ QY & =
i Apps ¥ Bookmarks Guidelines for Classi... Medical Device Clas.. [} MDD »

stryker

GTIN Download Form

“Name
Ali Kashen |
* Organization
IStryker Corporation |
* Email
fali.kashen@stryker.com l
“How much is [ Please select ortho kit from dropdown below:
A g O “)
58 1= 7
I59 | Ortho Kit Brand Name | »
Rmms ~
TRIO
TRIO PLUS

TRIO TRAUMA ‘

Download GTINs for
Cancel I Download GTINs R W R i adas réﬁ%—.v

Sitemap | Terms of Use | Privacy Statement | Surgeon Disclaimer | Copyright Stryker 1998-2014




Instruments AdvaMed =~ =

How can hospitals bl 2g 2
easily determinethe 1/ /1 B K
UDI of instruments “, L
already in commercial i”‘ T4
distribution?
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Instrument Cross Reference A AdvaMed

Inventory Control Sheet -‘- .th& h

1. Identify the instrument -\ Smith&nephew

L ]
Date: PERI-LOC VLP ¢ Instruments
to cross reference T
INSTRUMENTS
ary Description Catalog # GTIN Lot # Bar Code
L]

2. Match item number to S — A
. t t I h t FIBULA CLAMP 71171211 03596010603500 I!!\IML!!ULUIJ[%'!H!H!!|"|||II|
Inventory control snee e R DR T L

MEDIUM P | DR 10607 158 (100 SAMPLE i
I . s sPKEREOUCTON GAMP | s | ossseorosossaa 0000
3 . W rlte I n Iot# I n S pa Ce LARGE {61) EISBGOTCRGINE (10 SAMPLE i
LATERAL PROXIMAL TIBIA
0 POSITIONING GUIDE RIGHT 71171218 03596010603531 !!!JU_'LE!HU!!H!JM!MI!"||||||||
prov|ded LATERAL PROKMAL TillA izt | ossssciosorses NI . A
POSITIONING GUIDE LEFT 1013 DSSE0H0E25274 (100 SAMPLE
[ANTERIOR DISTAL TIBIA
* | | . | b I . f POSITIONING GUIDE 71171218 03596010603555 I!!!M!Ml!lﬂlllwﬁ!!ﬂ!!|"||||||
Full UDI available at point o T T T R I RN 00 T
GUIDE 001 | DRERE0 10807 168 {101 SAMPLE
use - VI [— 0 A
(01 MSEE010E02818 (10) SAMPLE
(25KM SPIKED WASHER 71171221 03596010603586 !!!JU!M!!U!!MJ!L'L!M!!|”|||||II
LLLLTTEOE T LR R AT T TR L

PLATE BENDING IRON 71171233 | 03596010603692 ||ﬂ||ﬂ||||ﬂ|| ||||H||||[|I|||||1 |||l| )
2:5MM HEX SCREW EXTRACTOR 71171237 | 03596010603708 IIEHIII | I|II|IIiIE |H||||Eﬂ| | |||||||H| Wi

WITH QUICK CONMNECT 03586010807488 [10) SAM

7m TORQUE UMITING 772 | 0ase6010603715 | 07 LSY 0043 |l|ﬂ||||||||\||\|||ﬂ|\||||||E|ﬁ||l|||||§|ﬂ|||
(01) 03596010603516 (10) SAMPLE

’ SCREWDRIVER

www.smith-nephew.com Orders and Inquiries: 1-800-238-7538 REV2 09.01.1

34




GUDID Cross Reference

AdvaMed

Advanced Medical Technology Association

——— el S
*Eﬂ@ http://accessqudid.nlm.nih.gov/devices/search?page=58query= 2 ~ & | @ACCE;;GUD[D - Srmith &am.. ”,_T—t,‘ "f"’ {
File Edit View Favorntes Tools Help
= |l Suggested Sites ~ a Free Hotmail a Web Slice Gallery =
'-"'""""_'"“ raLRayEd as > REFLELTIUN - UU88990bUZU434 [+
Sterile ALUMINA CERAMIC LINER 28D 46-480D
Sterilization Prior To Use % Company Name: Smith & Nephew, Inc. Version or Model: 713358346
Issuing Agency b REFLECTION - 00885556021316 (+]
REFLECTION FS05 CERAMIC ACETABULAR COMPONENT 56MM
Company Name: Smith & Nephew, Inc. Version or Model: 71332056
REFLECTION - 03596010385635 [+
CERAMIC ACETABULAR LINER REMOWVAL TOOL 28ID 50-540D
Company Name: Smith & Nephew, Inc. Version or Model: 71369050
REFLECTION - 03596010385628 (+]
CERAMIC ACETABULAR LINER REMOWVAL TOOL 28ID 46-450D
Company Name: Smith & Nephew, Inc. Version or Model: 71369046
REFLECTION - 03596010385642 (+]
CERAMIC ACETABULAR LINER. REMOWVAL TOOL 28ID 56-660D
Company Name: Smith & Nephew, Inc. Version or Model: 71369056
REFLECTION - 03596010419774 (4]

TRIAL ACETABULAR LINER 28MM 1D 46-48MM TAPERED OD
Company Name: Smith & Nephew, Inc. Version or Model: 71365046

35




Non-Sterile Device Summary A WEAYE

Advanced Medical Technology Association

Non-sterile device method:

1. The UDI can be easily derived and
made available at the point of use
with a cross reference method
such as an inventory control
sheet.

2. The use of inventory control
sheets / implant records
represent standard OR protocol
for implant documentation

3. The UDI information can be easily
documented in the EHR

4. Sales orders including UDI
information are sent to hospitals
for billing purposes™

*This is not intended to reflect a UDI requirement.



The non-sterile device method meets:

1. The complex needs of our customers and ensures
patient safety

2. The compliance requirements of the FDA"
3. Andis easy and straightforward to administer

*Exceptions or alternate technologies required for
some devices (implants and instruments)

Non-Sterile Device Summary s\

vanced Medical Technology Association

dvaMed
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AdvaMed Request A AdvaMed

ced Medical Technology Asso

e |ndustry has demonstrated that utilization of cross
referencing tools are easy to administer and are an
effective method for deriving the UDI at the point of
use

e These methods can be used for finished devices that
are shipped either before or after their respective
compliance date

e Familiarity with the approach will improve the
uptake and adoption of UDI at point of use and
inclusion in EHRs by healthcare providers

38



AdvaMed Request A AdvaMed

ced Medical Technology Asso

Because the UDI can be easily derived at the point of
use, AdvaMed is asking for:

e (Clear written FDA confirmation that the method of
direct part marking, combined with the use of a
cross reference tool such as an inventory control

sheet, is an acceptable means to comply with the
UDI rule, and

e Grant an exception or alternate for non-sterile single
use reprocessed devices where it is not
technologically feasible to provide the DI and/or PI

39



AdvaMed Request A AdvaMed

ced Medical Technology Asso

The methods demonstrated today can be used for
finished devices that are shipped either before or after
their respective compliance date. Accordingly,
AdvaMed continues to request a response to its legal
opinion submitted 2/2/2015 concerning excluded
transactions from the UDI rule.
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7

BRINGING INNOVATION TO PATIENT CARE WORLDWIDE September 17, 2015
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