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3
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Food and Drug Administration Staff  5

6
7

This draft guidance, when finalized, will represent the current thinking of the Food and 8
Drug Administration (FDA or Agency) on this topic.  It does not establish any rights for 9
any person and is not binding on FDA or the public.  You can use an alternative approach 10
if it satisfies the requirements of the applicable statutes and regulations.  To discuss an 11
alternative approach, contact the FDA staff or Office responsible for this guidance as 12
listed on the title page.  13

14
 15

I. Introduction 16

 17
On September 24, 2013, FDA published a final rule establishing a unique device 18
identification system, including unique device identifier (UDI) labeling and data submission 19
requirements (78 FR 58786) (the UDI Rule).  Generally, under 21 CFR 801.20, the label and 20
device package of a device must bear a UDI; 21 CFR 801.30 provides exceptions to this 21
requirement. Under 21 CFR 801.30(a)(11), devices packaged within the immediate container 22
of a convenience kit are excepted from UDI labeling requirements, provided that the label of 23
the convenience kit bears a UDI.   24
 25
This draft guidance document is intended to outline the agency’s proposed thinking that 26
“convenience kit”, as defined by 21 CFR 801.3, applies solely to two or more different 27
medical devices packaged together for the convenience of the user where they are intended to 28
remain packaged together and not replaced, substituted, repackaged, sterilized, or otherwise 29
processed or modified before the devices are used by an end user.  This position would 30
constitute a change in policy. 31

32
Throughout this guidance document, the terms “we,” “us” and “our” refer to FDA staff from 33
the Center for Devices and Radiological Health (CDRH) and the Center for Biologics 34
Evaluation and Research (CBER).  “You” and “your” refers to the labeler, as that term is 35
defined in 21 CFR 801.3. 36

37
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Any terms defined within this draft guidance are limited in their application to this draft 38
guidance document and the UDI regulations only and are not intended to be applied in any 39
context beyond the UDI regulations and policies pertaining to the unique device 40
identification system. This draft guidance is not intended to define the term “convenience 41
kit” for other regulatory purposes.1 Further, this guidance is in no way intended to suggest 42
that compliance solely with the requirements of the UDI Rule eliminates the need to comply 43
with any other applicable requirements of the Federal Food, Drug, and Cosmetic Act (FD&C 44
Act), its implementing regulations, or policies implemented thereunder.   45
 46
FDA's guidance documents, including this draft guidance, do not establish legally 47
enforceable responsibilities. Instead, guidances describe the Agency’s current thinking on a 48
topic and should be viewed only as recommendations, unless specific regulatory or statutory 49
requirements are cited. The use of the word should in Agency guidance means that 50
something is suggested or recommended, but not required.  51

II. Background 52

53
Section 226 of the Food and Drug Administration Amendments Act of 2007 (FDAAA) and 54
section 614 of the Food and Drug Administration Safety and Innovation Act (FDASIA) 55
amended the Federal Food, Drug, and Cosmetic Act (FD&C Act) to add and amend section 56
519(f) (21 USC 360i(f)), which directs FDA to publish regulations establishing a unique 57
device identification system for medical devices.  On September 24, 2013, FDA published a 58
final rule establishing a unique device identification system (the UDI Rule) (78 FR 58786).  59
The UDI Rule requires labelers to comply with UDI labeling and data submission 60
requirements, including that the label and each device package of a medical device 61
distributed in the United States bear a UDI, unless an exception or alternative applies.   62

63
Under 21 CFR 801.30(a)(11), individual devices packaged within a convenience kit are 64
excepted from the UDI labeling requirements of 21 CFR 801.20, provided that a UDI is on 65
the label of the immediate container of the convenience kit. The term “convenience kit” is 66
defined at 21 CFR 801.3 as “two or more different medical devices packaged together for the 67
convenience of the user.”  68

69
The preamble to the UDI Rule expressed our thinking at the time that medical procedure kits, 70
including orthopedic procedure kits, are convenience kits. Some medical procedure sets 71
consist of hundreds of implants and reusable instruments on numerous trays configured 72
specifically to the requirements of the surgeon and individual surgical procedure. Only a few 73
of the individual implants in each kit may be selected for implantation. After the procedure, 74
the kits are replenished with different implants, replacing those used during the procedure.  75

                                                           
1 For example, the term “convenience kit” as used in this draft guidance document is not intended to be applied 
in interpreting the May 20, 1997, guidance entitled “Convenience Kits Interim Regulatory Guidance” 
(http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm080216.htm ). 
In addition, this draft guidance is not intended to apply to “medical convenience kit” as that term is used  in 21 
USC 360eee or 21 USC 353. 

https://www.federalregister.gov/articles/2013/09/24/2013-23059/unique-device-identification-system
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm080216.htm
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The trays, including the replacement implants, the implants not chosen for surgical use, and 76
the reusable instruments, are sterilized for subsequent configuration and use.  An individual 77
implant may undergo this process repeatedly for months or years before implantation. Since 78
the publication of the UDI Rule, we have determined that interpreting the term “convenience 79
kit” to include implantable devices and instruments that are provided by the labeler in sets or 80
trays as non-sterile and repeatedly reconfigured and sterilized (or cleaned and sterilized) 81
prior to use would be inconsistent with the purpose of the exceptions at 21 CFR 801.30 and 82
UDI Rule generally, for the reasons discussed below.  83
 84
The overarching objective of the UDI Rule, as required by section 519(f) of the FD&C Act, 85
is to provide a system to adequately identify medical devices through distribution and use.  86
We interpret this to mean that the form of a UDI should, in conformity with 21 CFR 801.40, 87
be available to identify a device in both easily readable plain-text and in a form that can be 88
entered into an electronic patient record or other computer system via an automated process 89
when the device is used by an end user. The term “end user” means the individual using the 90
device on or on behalf of a patient (e.g., the patient, a caregiver, healthcare practitioner, or 91
clinical laboratory technologist).  FDA included exceptions to UDI requirements at 21 CFR 92
801.30 “to make the overall UDI system more efficient and to ensure that the burdens 93
imposed by the UDI system are reasonably balanced with its benefits.” (77 FR 40749). 94
 95
Interpreting “convenience kit” in 21 CFR 801.3 as applying solely to devices packaged 96
together for the convenience of the user where they are intended to remain packaged together 97
and not replaced, substituted, repackaged, sterilized, or otherwise processed or modified 98
before the devices are used by an end user fulfills these purposes. Where the kit is not 99
intended to be altered prior to use, for example by processing or replacing devices therein, 100
the UDI on the label of the immediate container of the convenience kit serves to adequately 101
identify the devices through distribution and use.  The UDI on the label of the immediate 102
container of the convenience kit follows the group of devices until end use; there is no need 103
for additional UDIs on the devices inside the kit.  104

105
Conversely, excepting from UDI labeling and data submission requirements devices 106
packaged together for the convenience of the user where they are not intended to remain 107
packaged together and/or are intended to be replaced, substituted, repackaged, sterilized, or 108
otherwise processed or modified before the devices are used by an end user does not fulfill 109
the purpose of the exceptions at 21 CFR 801.30 or the UDI Rule generally. The UDI on the 110
label of the immediate container of the kit may not follow the group of devices until end use, 111
and devices originally contained in the kit may be intended to be replaced.  Such an 112
exception would not adequately identify medical devices through distribution and use. 113

114
FDA believes that there are significant benefits to requiring UDIs on devices included in 115
medical procedure kits, such as more rapid identification of adverse events and more rapid, 116
more efficient resolution of device recalls involving these devices. Further, requiring UDIs 117
on devices included in medical procedure kits will adequately identify these devices 118
throughout distribution and use, furthering the main objective of the UDI Rule as required by 119
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section 519(f) of the FD&C Act.  FDA expects that this interpretation may also provide 120
additional benefits such as inventory management and the detection of counterfeit devices.  121

122
The preamble to the UDI Rule noted that some comments to the proposed rule were 123
concerned that applying UDI requirements to medical procedure kits would require changes 124
in the way medical procedure kits are assembled and packaged, which could interfere with 125
sterilization processes and the use of the medical procedure kit. FDA believes that the 126
interpretation of “convenience kit” at 21 CFR 801.3, as proposed in this draft guidance, 127
generally would not interfere with the sterilization or use of medical procedure kits. With 128
respect to the direct marking requirement at 21 CFR 801.45, this requirement applies to 129
devices that are intended to be used more than once and intended to be reprocessed before 130
each use, which includes sterilization.2 This requirement contemplates that direct marking of 131
UDIs generally will not interfere with these devices’ sterilization, and if it would interfere 132
with the safety or effectiveness of the device, the exception at 21 CFR 801.45(d)(1) would 133
apply. With respect to the requirement that the label and each device package bear a UDI, 134
applying this to devices included in medical procedure kits generally would not necessitate 135
changes to the way convenience kits are assembled and packaged to avoid interference with 136
sterilization processes or the use of the kit.  Even in cases that may require such changes, 137
FDA believes that the benefits, as discussed above, would outweigh any burdens associated 138
with this change in interpretation of “convenience kit” at 21 CFR 801.3. 139
 140
In this draft guidance, FDA proposes to interpret the term “convenience kit” at 21 CFR 801.3 141
as applying solely to two or more different medical devices packaged together for the 142
convenience of the user where they are intended to remain packaged together and the 143
individual devices within the package not replaced, substituted, repackaged, sterilized, or 144
otherwise processed or modified before the devices are used by an end user.  145

III. Convenience Kits 146
147

A. Definition 148
 149
For the purposes of UDI compliance, we interpret the term “convenience kit” at 21 CFR 150
801.3 solely to apply to two or more different medical devices packaged together for the 151
convenience of the user where they are intended to remain packaged together and not 152
replaced, substituted, repackaged, sterilized, or otherwise processed or modified before the 153
devices are used by an end user.  154

155
While the term “packaged together” is not defined by the UDI Rule, we interpret it to mean 156
packed (i.e., wrapped or sealed) in a single container that is not intended to be unwrapped or 157
unsealed before it is used by an end user.  The end user is the individual using the device on 158
or on behalf of a patient, e.g., the patient, a caregiver, healthcare practitioner, or clinical 159

                                                           
2 We also encourage affixing a UDI permanently on devices even when not required . 
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laboratory technologist. For example, in the case of implants, the implant would be used by 160
an end user, likely a healthcare practitioner, at the point of implantation in a patient. 161

162
This draft guidance is intended to define the term “convenience kit” for purposes of 163
compliance with UDI labeling and data submission requirements only. 164

165

B. Examples   166

167
Example 1: First aid kit – convenience kit 168
 169
A first aid kit sold at retail in a sealed plastic case that contains medical devices including 170
bandages, cold compresses, scissors, and an oral thermometer is a convenience kit for the 171
purposes of UDI compliance because it contains two or more different medical devices that 172
are packaged together for the convenience of the user and intended to remain packaged 173
together and not replaced, substituted, repackaged, sterilized or otherwise processed or 174
modified before being used by an end user.  Therefore, the label of each individual device 175
within the container is not required to bear a UDI, provided that a UDI is available on the 176
label affixed to the immediate container of the kit. 177
 178
Example 2: Non-sterile orthopedic device tray or set – not a convenience kit 179

180
An orthopedic device tray or set, sold or consigned, comprises non-sterile implants and 181
reusable instruments.  These devices are not intended to remain packaged together; rather, 182
they are intended to be removed from their packaging before being placed in trays for a 183
surgical procedure and sterilized prior to use, with the trays regularly reassembled and 184
restocked for subsequent surgical procedures.  This tray or set is not a convenience kit for the 185
purposes of UDI compliance because the devices within the tray or set are intended to be 186
removed from their original packaging and sterilized before use by an end user, i.e., prior to 187
the point of implantation.  Therefore, each device in the tray or set should comply with all 188
applicable UDI labeling and data submission requirements. For example, each implant will 189
need a UDI available for capture at point of implantation, and each instrument that is 190
intended to be used more than once and intended to be reprocessed before each use will need 191
to comply with the direct marking requirements of 21 CFR 801.45.  192
 193
Example 3: ACL disposable kit – convenience kit 194

195
An anterior cruciate ligament (ACL) disposable kit comprises sterile, single use instruments 196
such as guide wires, drill tip guide pins, tunnel plugs, and graft passer that are used for ACL 197
reconstruction procedures and are packaged and sealed in a single container.  The container 198
is intended to remain sealed until the contents are about to be used on a patient.  The contents 199
are used for a single procedure and the remainder of the contents of the container is then 200
disposed, whether or not all the devices were used, because sterility has been compromised.  201
This is a convenience kit for the purposes of UDI compliance because the container 202
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comprises two or more different devices packaged for the convenience of the user where they 203
are intended to remain packaged together and the individual devices within the package not 204
replaced, substituted, repackaged, sterilized, or otherwise processed or modified before the 205
devices are used by an end user.  Therefore, the label of each individual device within the 206
immediate container is not required to bear a UDI, provided that a UDI is available on the 207
label affixed to the immediate container of the kit . 208

209
Example 4: Reusable medical devices packaged together – not a convenience kit 210
 211
Two different reusable surgical instruments are shipped in a single package.  Per instructions 212
for use, the package is opened and the instruments are sterilized before use on a patient.  The 213
package is not a convenience kit for the purposes of UDI compliance because the instruments 214
are not intended to remain packaged together and each is intended to be sterilized before it is 215
used by an end user  Therefore, each instrument will need to comply with all applicable UDI 216
labeling and data submission requirements. For example, each instrument that is intended to 217
be used more than once and intended to be reprocessed before each use will need to comply 218
with the direct marking requirements of 21 CFR 801.45. 219

220

C. Questions and Answers 221

222
1. To be considered a convenience kit for UDI purposes, should all of 223
the devices within a container be finished devices? 224

225
Yes.  We interpret “medical devices” in the definition of “convenience kit” at 21 CFR 801.3 226
(“two or more different medical devices packaged together for the convenience of the user”) 227
to mean finished devices and not device components. Finished devices are defined by 21 228
CFR 801.3 as “any device or accessory to any device that is suitable for use or capable of 229
functioning,” in contrast to components, defined by 21 CFR 820.3(c) as “any raw material, 230
substance, piece, part, software, firmware, labeling, or assembly which is intended to be 231
included as part of the finished, packaged, and labeled device.”  Components packaged 232
together for assembly would not be packaged together for the convenience of the user.  233
While a container of device components intended to be assembled into a single device may 234
be considered a single device requiring a UDI (that is, a UDI is required on the label of the 235
immediate container but not on the individual components), it does not fit the definition of 236
convenience kit for UDI requirements.  237

238
2. How much variation is allowed for different convenience kits to be 239
identified by the same device identifier (DI)?  If I substitute one 240
component for another, will the kit need a new DI? 241
 242

Under 21 CFR 830.50, whenever you make a change to a device that is required to bear a 243
UDI on its label, and the change results in a new version or model, you must assign a new DI 244
to the new version or model.  A new version or model of a convenience kit results when the 245
change to the convenience kit requires documenting this change in the device master record.   246
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247
3. If all the devices in a container are not intended to be consumed in 248
a single use, or used at the same time, can this be a convenience kit? 249

250
Yes. If devices packaged together otherwise meet the definition of a convenience kit for UDI 251
compliance purposes, all of the contents of the kit need not be intended to be consumed in a 252
single use or used at the same time in order to be considered a convenience kit.  Example 1, 253
above, is a convenience kit despite the fact that all the individual devices may not be 254
intended to be consumed in a single use.  In that example, the devices within the first aid kit 255
are intended to remain packaged together and not replaced, substituted, repackaged, 256
sterilized, or otherwise processed or modified before use by an end user.  257

258
4. If devices in a container are intended to be restocked by the 259
labeler, would this still be a convenience kit? 260

 261
No.  In order to be a convenience kit as defined by 21 CFR 801.3, the immediate container 262
cannot be intended to be opened and the individual devices replaced, substituted, repackaged, 263
sterilized, or otherwise processed or modified before being used by an end user.  In Example 264
1 above, the devices in the first aid kit are intended remain packaged together and not 265
replaced; although the purchaser may replace devices consumed over time, such as bandages, 266
this replacement is not intended by the labeler to occur prior to use by an end user.   267

268
5. What production identifiers (PIs) must be included in the 269
convenience kit UDI? 270

 271
The convenience kit is itself a device.  The UDI of the convenience kit must include any PIs 272
that are required by 21 CFR 801.40(b).    273

274
6. If my device meets the UDI labeling exception for a convenience 275
kit under 21 CFR 801.30(a)(11), may I still place a UDI on individual 276
devices or device labels in the kit? 277

 278
Yes.  21 CFR 801.30(a)(11) is an exception, not a requirement.   You may place UDIs on 279
devices or device labels within a convenience kit.  If individual devices with UDIs on the 280
devices or device labels are included in a convenience kit, the device identifier (DI) record 281
for the convenience kit submitted to the Global Unique Device Identification Database 282
(GUDID) should include the DI for the kit itself and not the DIs for the individual devices in 283
the kit. However, the individual device DIs may be included in the Device Description.  284

285
7. Are there any special rules for creating a DI record in the GUDID 286
for a convenience kit? 287

288
When entering information in the GUDID for a convenience kit, you should check the “Kit” 289
box.  Also, if the convenience kit is packaged individually, the base device count should be 290
“1”.  A Unit of Use DI is not required for each device packaged within the immediate 291
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container of the convenience kit.  For more details, go to GUDID Data Elements Reference 292
Table. 293

294
8. How do I describe the devices within the convenience kit in the 295
GUDID? 296

 297
We encourage you to submit information about the convenience kit itself, as well as 298
information about the devices packaged within the convenience kit, in the “Device 299
Description” field of the GUDID. 300

301

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceIdentification/GlobalUDIDatabaseGUDID/default.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceIdentification/GlobalUDIDatabaseGUDID/default.htm
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