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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 I 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 

II and class III 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 





September 17, 2015 

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.  



Recap 

 
Aug. 21, 2014 – Ad Hoc Spine/Trauma Trays and UDI Working Group presentation to 
FDA UDI Team 

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

• 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 

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. And is easy and straightforward to administer 
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Agenda 

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 
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Sterile Package Demo 

1. Implants are 
chosen and 
removed from 
sterile packaging 

2. Implants are 
deposited in 
sterile field 

3. Packaging 
information goes 
to Circulating 
Nurse 

UDI compliant labels 

1. UDI label on 
inner package 

2. UDI label on 
outer box 5 



 Chart-Stix 

 

UDI compliant Chart-Stix labels 

1. Chart-Stix labels are removed 
from sterile packaging 

2. Multiple Chart-Stix labels 
included in packaging 

3. Circulating nurse collects a 
Chart-Stix for each implant 
used during surgery for 
documentation in the implant 
record. 
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Implant Record 

Implant record documentation 

1. Circulating nurse collects all 
Chart-Stix during surgery 

2. Chart-Stix are placed in 
implant record after 
implantation 

3. From a completed implant 
record, the circulating 
nurse can: 

1. Key in 
GTIN/Lot#/Catalog# 

2. Scan barcode 

*Full UDI available at point 
of use 7 



Barcode Scan 

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

Smart Device 
software: 

1. GTIN 

2. Lot # 

3. Part # 

4. Description 

 

*Full UDI available 
at point of use 
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P.T. ID Lot GTIN Name Qty. Price 

Out 71306118 15FM13525  03596010292025  SYN POR HO FEM CO… 1 $ 4,169.75  

Out 71331866 15GM02844  03596010597663  R3 0 HOLE ACET SHE… 1 $ 1,625.00  

Out 



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 
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Lot # GTIN Item # 



GUDID Cross-Reference 
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Sterile Package Summary 

Sterile Packaging Method: 

1. Labels and Chart-Stix are UDI 
compliant 

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

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

1. Scan 

2. Key in 

4. Sales orders including UDI 
information are sent to hospitals 
for billing purposes 
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Sterile Package Summary 

 

The Sterile package method meets: 

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

2. The compliance requirements of the FDA 

3. And is easy and straightforward to administer 
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Non-Sterile Devices Demo 

Proximal Tibia 
Fracture Demo 

1. Instruments 

2. Plate Tray 

3. Screw Caddy 

4. Inventory Sheets 
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DPM Considerations 
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Factors that may limit DPM 

1. Safety/effectiveness 

2. Size/geometry of the non-
sterile device 

3. Material properties 

4. Technological feasibility 

5. Other required markings 
(e.g., material type, 
anatomic location for use, 
etc.)  



Implant Selection 

Surgeon calls for the 
implant needed 

– Lateral Proximal 
tibia plate 

– 4 hole left 
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Cross Reference 

Circulating 
nurse identifies 
the implant on 
the Inventory 
Control sheet 
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Implant Selection 

Scrub nurse calls out the 
lot # 

 

 

‘08AM14036’ 
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Record Lot #  

Circulating nurse writes in the 
quantity and lot# information in 
the space provided. 

 

*Full UDI available at point 
of use 
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Repeat Steps for Screws 

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 
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Repeat Steps 
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Surgeon calls for 
screws: 

1. 3.5 locking 
screw 20mm 

2. 3.5 locking 
screw 22mm 

3. 3.5 locking 
screw 24mm 

Circulating nurse: 

1. Locates 
implant on 
cross 
reference 
sheet 

2. Documents 
quantity used 

 



Implant Record 

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 
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Barcode Scanner 

Inventory control sheets 
have a simple method to 
cross reference to the 
GTIN and this information 
can be scanned into EHR 
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Smart Device App 
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P.T. ID Lot GTIN Name Qty. Price 

Out 71171225 SAMPLE  03596010603616 PERI-LOC VLP 2.7MM… 1 $ 530.00  

Out 71171222 SAMPLE  03596010603593 PERI-LOC VLP 3.5MM… 1 $ 192.00  

Out 71821224 SAMPLE  03596010625274 PERI-LOC VLP 3.5MM… 1 $ 192.00  

Out 71821226 SAMPLE  03596010607164 PERI-LOC VLP 3.5MM… 1 $ 115.28  

Out 71821322 SAMPLE  03596010625472 PERI-LOC VLP 3.5MM… 1 $ 20.86  

Out 71821324 SAMPLE  03596010607188 PERI-LOC VLP 3.5MM… 1 $ 20.86  

Out 71821326 SAMPLE  03596010625489 PERI-LOC VLP 3.5MM… 1 $ 34.35  

Out 72820304 SAMPLE  00885556068182 P-L VLP 3.5MM L-P TI… 1 $ 959.20  

Out 

Smart Device 
software: 

1. GTIN 

2. Lot # if 
available 

3. Part # 

4. Description 

 

*Full or partial 
UDI available at 
point of use  



Order Summary 
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Lot # GTIN Item # 

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 



Additional Cross Reference  

Approach 
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Additional Cross Reference  

Approach 

 



Additional Cross Reference  

Approach 
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Additional Cross Reference  

Approach 

 



Additional Cross Reference  

Approach 
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Additional Cross Reference  

Approach 

 



Additional Cross Reference  

Approach 



Instruments 

How can hospitals 
easily determine the 
UDI of instruments 
already in commercial 
distribution? 
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Instrument Cross Reference 

1. Identify the instrument 
to cross reference 

2. Match item number to 
inventory control sheet 

3. Write in lot# in space 
provided 

*Full UDI available at point of 
use 
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GUDID Cross Reference 

1. Sales order 
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Non-Sterile Device Summary 

36 

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. And is easy and straightforward to administer 

*Exceptions or alternate technologies required for 
some devices (implants and instruments) 
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Non-Sterile Device Summary 



AdvaMed Request 

 

• Industry 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 

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

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

 

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

• 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 

• 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 
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AdvaMed Request 

 

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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September 17, 2015 
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