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Chapter One 34 

General Rules 35 

A. The purpose of SFDA’s UDI System is to provide standardized granular identification of 36 

medical devices (and their accessories) and associated device-specific meta-data to support 37 

numerous and varied public-health and safety initiatives.  These include device traceability, 38 

timely identification of counterfeits, recalls, adverse event reporting (both the specific 39 

identification of devices in individual reports – as well as the ability to aggregate reports), the 40 

inclusion of specific devices in various types of clinical information systems (such as patient 41 

records), as well as the inclusion of device information in population-based data sets, such as 42 

insurance data.  This System will also allow integration of information across various 43 

government and non-government systems and processes to improve workflow and 44 

communication. 45 

 46 

B. This document is requirements adopted by the Saudi Food and Drug Authority (SFDA) on the 47 

basis of the Medical Devices Interim Regulation and, in particular, Article 45 thereof, issued 48 

by Saudi Food and Drug Authority Board of Directors decree No. (1-8-1429) dated 29/12/1429 49 

H and amended by Saudi Food and Drug Authority Board of Directors decree No. (4-16-1439) 50 

dated 27/12/2017. 51 

 52 

 53 

C. These draft requirements, in accordance with the Medical Devices Interim Regulation, 54 

specifies and refines the provisions of its Chapter Nine in relation to the unique identification 55 

and traceability of medical devices that have been placed on the market of the KSA.  Moreover, 56 

SFDA supports and promotes the IMDRF UDI initiatives, which are focused on a globally 57 

harmonized and consistent approach to UDI. 58 

This is expected to support SFDA’s goal of increasing patient safety and optimizing patient 59 

care by facilitating the: 60 

− traceability of medical devices, especially for field safety corrective actions, 61 

− control of devices at the ports, especially for identification of counterfeits and recalled 62 

devices, 63 

− identification of medical devices at the point of use, 64 

− identification of medical devices in adverse events, 65 

− reduction of medical errors, 66 
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− safe and effective use of devices, and 67 

− documentation and longitudinal capture of data on medical devices. 68 

 69 

  70 
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Definitions 71 

For the purpose of these requirements, the following definitions apply: 72 

KSA: means the Kingdom of Saudi Arabia. 73 

SFDA: means the Saudi Food and Drug Authority. 74 

Medical device: means any instrument, apparatus, implement, machine, appliance, implant, in 75 

vitro reagent or calibrator, software, material or other similar or related article: 76 

− Intended by the manufacturer to be used, alone or in combination, for human beings for 77 

one or more of the specific purpose(s) of: 78 

o Diagnosis, prevention, monitoring, treatment or alleviation of disease; 79 

o Diagnosis, monitoring, treatment, alleviation of or compensation for an injury or 80 

handicap; 81 

o Investigation, replacement, modification, or support of the anatomy or of a 82 

physiological process; 83 

o Supporting or sustaining life; 84 

o Control of conception; 85 

o Disinfection of medical devices; 86 

o Providing information for medical or diagnostic purposes by means of in vitro 87 

examination of specimens derived from the human body; 88 

And 89 

− Which does not achieve its primary intended action in or on the human body by 90 

pharmacological, immunological or metabolic means, but which may be assisted in its 91 

intended function by such means. 92 

 93 

In-vitro medical devices: means a medical device, whether used alone or in combination, intended 94 

by the manufacturer for the in-vitro examination of specimens derived from the human body solely 95 

or principally to provide information for diagnostic, monitoring or compatibility purposes. This 96 

includes reagents, calibrators, control materials, specimen receptacles, software and related 97 

instruments or apparatus or other articles. 98 
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Fully refurbished medical device: means a used device that has been returned to a state which 99 

would allow it to be subject to the same conformity assessment procedures as applied to the original 100 

device. 101 

Implantable device: means any device, including those that are partially or wholly absorbed, 102 

which is intended:  103 

− to be totally introduced into the human body or, 104 

− to replace an epithelial surface or the surface of the eye, 105 

by surgical intervention which is intended to remain in place after the procedure.   106 

Any device intended to be partially introduced into the human body through surgical intervention 107 

and intended to remain in place after the procedure for at least 30 days is also considered an 108 

implantable device. [GHTF SG1/N77:2012] 109 

Accessory: means a product specifically intended by its manufacturer to be used together with one 110 

or several particular medical device(s) or in vitro diagnostic medical device(s) to enable the 111 

device(s) to be used in accordance with its/their intended purpose(s) or to specifically and directly 112 

assist the medical functionality of the medical device(s) in view of its/their intended purpose(s). 113 

Authorized Representative: means any natural or legal person established within the KSA who 114 

has received a written mandate from the manufacturer to act on his behalf for specified tasks 115 

including the obligation to represent the manufacturer in its dealings with the SFDA. 116 

Distributor: means any natural or legal person in the supply chain who, on his own behalf, furthers 117 

the availability of a medical device to the end user. 118 

Establishment: means any place of business within the KSA that is involved in the manufacture 119 

and/or placing on the market and/or distribution of medical devices or acting on behalf of the 120 

manufacturer. 121 

Importer: means any natural or legal person in the supply chain who is the first to make a medical 122 

device, manufactured in another jurisdiction, available in the KSA. 123 

Manufacturer: means any natural or legal person with responsibility for design and manufacture 124 

of a medical device with the intention of making it available for use, under his name; whether or 125 

not such a medical device is designed and/or manufactured by that person himself or on his behalf 126 

by another person. 127 
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Own Brand/Private Labelers: means a company that relabels a device from a third party with his 128 

own name without making any further changes to the device thereby taking responsibility for it as 129 

the manufacturer. 130 

Party: means any natural or legal person. 131 

Person: a term that includes legal entities such as a corporation, partnership or an association. 132 

User: means the health care institution, professional or patient using and or maintaining medical 133 

devices. 134 

Marketing Authorization Number: means the code assigned by the SFDA to one or more medical 135 

devices, that have been included in a single marketing authorization application, to indicate these 136 

devices are authorized to be placed on the KSA market. 137 

National Registry Number: means the number issued to a person by the SFDA under the 138 

establishment registration provisions of the Medical Devices Interim Regulation. 139 

Medical Device National Listing Number: means the code assigned by the SFDA to a single 140 

medical device to indicate the device is authorized to be placed on the KSA market and facilitate 141 

traceability. 142 

Generic device group: means a set of devices having the same or similar intended uses or 143 

commonality of technology allowing them to be classified in a generic manner not reflecting 144 

specific characteristics. 145 

Placing on the market: means the first making available in return for payment or free of charge 146 

of a medical device, with a view to distribution and/or use within the KSA, regardless of whether 147 

it is new or fully refurbished. 148 

Putting into service: means the stage at which a device has been made available to the final user 149 

as being ready for use for the first time in the KSA for its intended purpose. 150 

Making available on the market: means any supply of a device for distribution, consumption or 151 

use within the KSA, in the course of a commercial activity, whether in return for payment or free 152 

of charge. 153 
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Supplying to the market: the making available, in return for payment or free of charge, of a device, 154 

other than a device intended for clinical or performance evaluation, with a view to distribution 155 

and/or use in the KSA. 156 

Field safety corrective action: means an action taken by a manufacturer to reduce or remove a 157 

risk of death or serious deterioration in the state of health associated with the use of a medical 158 

device that is already placed on the market. 159 

Field safety notice: means a notification from the SFDA to relevant medical device users in 160 

relation to a Field Safety Corrective Action. 161 

Reportable Adverse event: means any adverse event or any technical or medical reason leading 162 

to a Field Safety Corrective Action, which, directly or indirectly, might lead to or may have led to 163 

(a) the death of a patient, a user or another person or (b) a serious deterioration in their state of 164 

health. 165 

Unique Device Identification (UDI): means a series of numeric or alphanumeric characters that 166 

is created through a globally accepted device identification and coding standard. It allows the 167 

unambiguous identification of a specific device on the market. The UDI is comprised of the UDI-168 

DI and the UDI-PI.  Note: The word "Unique" does not imply serialization of individual production 169 

units. 170 

Device Identifier (hereinafter UDI-DI): means a unique numeric or alphanumeric code specific 171 

to a device and that is also used as the "access key" to information stored in a UDI database. 172 

Production Identifier (hereinafter UDI-PI): means a numeric or alphanumeric code that 173 

identifies the unit of device production.  The different types of Production Identifier(s) include 174 

serial number, lot/batch number, software version number, manufacturing date and expiration (use 175 

by) date. 176 

Unit of Use DI: means a way to associate the use of a device to/on a patient to data related to that 177 

patient in instances when a UDI is not labelled at the level of the device unit of use (e.g. several 178 

device units contained in a plastic bag). 179 

Direct Marked/Marking UDI (DM UDI): means a permanent marking providing the UDI on the 180 

device itself. 181 
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Reusable devices: means those devices that require cleaning, disinfection, sterilization or 182 

refurbishing between patient use. 183 

Supply Chain: means different elements of the distribution activities of a medical device occurring 184 

between it being available for importation into the KSA and it being put into service. 185 

Automatic Identification and Data Capture (AIDC): means a technology used to automatically 186 

capture data. AIDC technologies include bar codes, smart cards, biometrics and RFID. 187 

A configurable device: means a device that consists of several components which can be 188 

assembled by the manufacturer in multiple configurations. The individual components may be 189 

medical devices themselves. 190 

Human Readable Interpretation (HRI): a legible interpretation of the data characters as encoded 191 

in the UDI. 192 

Labeling: means written, printed or graphic matter, 193 

− Affixed to a medical device or any of its containers or wrappers, 194 

− Information accompanying a medical device related to its identification and/or technical 195 

description, 196 

− Information accompanying a medical device related to its use, but excluding shipping 197 

documents. 198 

 199 

Label: means written, printed, or graphic information that is: 200 

− affixed to or appearing on the medical device itself (including electronic display), or if 201 

there is none, 202 

− on the packaging of each unit (wrapper) or multiple devices (containers), and if none of 203 

that exists,  204 

− on a package insert (is used where it is impractical or inappropriate to affix a label directly 205 

on the medical device itself or its packaging. Impractical means where physical constrains 206 

prevent this happening). 207 

Among other information, the label contains that name of the device, the name and address of 208 

the manufacturer, the control information (e.g., lot number, serial number, manufacturing date, 209 

expiration (use by) date), if the device is intended for single use, and whether the device is an 210 

IVD medical device. 211 
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Primary Label: means the label on the device itself, or, if there is no label on the device itself, on 212 

the package containing the device. 213 

Device Packaging: means the various levels of homogenous device packages that contain a defined 214 

quantity of a single type (a single UDI-DI) of devices, e.g. each carton or case. 215 

Shipping container:  means a container used during the shipment or transportation of devices, 216 

such as a pallet or tote, and whose contents vary both within the container and from one shipment 217 

to another.  Shipping container’s traceability is controlled by a process specific to the applicable 218 

logistics systems. 219 

Kit: means any combination of 2 or more different devices (UDI-DIs), that are packaged together 220 

to achieve a common intended use and are being distributed as medical devices. These could also 221 

be called procedure packs or convenience kits. 222 

Radio Frequency Identification (RFID): means an AIDC technology that uses communication 223 

through the use of radio waves to exchange data between a reader and an electronic tag attached to 224 

an object, for the purpose of identification. 225 

 226 

  227 
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Abbreviations 228 

AIDC – Automatic Identification and Data Capture 229 

AI(s) – Application Identifier(s) 230 

API – Application Program Interface 231 

DI – Device Identifier 232 

DM – Direct Marking 233 

GHTF/IMDRF – Global Harmonization Task Force/International Medical Device Regulators 234 

Forum 235 

GMDN - Global Medical Device Nomenclature 236 

GTIN-14 - Global Trade Item Number-14 237 

HRI – Human Readable Interpretation 238 

IVD – InVitro Diagnostic  239 

OEM – Original Equipment Manufacturer 240 

OTC – Over The Counter 241 

PI(s) – Production Identifier(s) 242 

RFID – Radio-Frequency IDentification 243 

SaS/SaMD – Stand-alone Software/Software as a Medical Device 244 

SAUDI-D – Saudi Arabia UDI – Database 245 

UDI- Unique Device Identifier 246 

UPC/EAN – Universal Product Code/European Article Number 247 

URL – Uniform Resource Locator (also known as a web address) 248 

XML – Extensible Markup Language  249 

 250 

  251 
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UDI Requirements 252 

A. General UDI Requirements: 253 

1. All medical devices, IVDs, kits, configurable devices, and accessories placed onto the market 254 

or put into service in the KSA shall meet all of the requirements of this UDI System by the 255 

applicable compliance date. 256 

2. The manufacturer, or its Authorized Representative, shall assign, manage, and place on the 257 

label of the device and, if applicable, on all device packages, a UDI, developed in accordance 258 

with these requirements. 259 

3. Own brand/private labelers assume all of the manufacturers' obligations related to the UDI 260 

System, including the obligations to place the UDI on the label and to submit UDI information 261 

to the SAUDI-D.  262 

4. The marking of the UDI is an additional requirement – it does not replace any other marking 263 

or labeling requirements. However, a device’s UDI can and should replace any national or local 264 

existing medical device identifier with the same purpose of the UDI System. 265 

5. A label or package that currently contains, or should contain, a Production Identifier (e.g., 266 

expiration (use by) date, lot number) as a discrete information element shall NOT remove that 267 

information from the label or package because it is also being conveyed in the UDI. 268 

6. Contact lenses and laser surgical equipment that are intended to be used only for cosmetic 269 

rather than medical purposes are also subject to these requirements. 270 

7. The UDI Issuing Agencies shall be GS1, HIBCC and ICCBBA. 271 

8. The manufacturer, or its Authorized Representative, shall assign and manage the UDI 272 

following the chosen issuing agency’s specifications, standards and guidelines. 273 

9. The UDI shall contain two parts: the UDI-DI and the UDI-PI(s). 274 

− The UDI-DI is unique to a specific manufacturer’s device and provides access to the 275 

information in the SAUDI-D. 276 

− The UDI-DI shall be globally unique at all levels. 277 

− If a lot number, serial number, software identification, or expiration (use by) date is on the 278 

label or package, it shall be included in the UDI-PI. 279 
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− If there is also a manufacturing date on the label or package, it does NOT need to be 280 

included in the UDI-PI if there are other PIs in the UDI and the manufacturing date is not 281 

used to control the product. 282 

− If the manufacturing date is the only PI, then it must be included in the UDI. 283 

10. The UDI must be presented in two forms: 284 

− Easily readable plain-text/human readable interpretation (HRI), and 285 

− Automatic identification and data capture (AIDC) technology. 286 

11. The UDI may also include other data, such as quantity or internal reference number. 287 

12. The HRI format shall follow the rules of the UDI issuing agency; it shall be the full, proper 288 

HRI, including AIs, and NOT a mix of HRI and non-HRI text. 289 

13. If the AIDC technology is not evident upon visual examination of the label or device package, 290 

the label or device package must disclose the presence of AIDC technology. 291 

14. When AIDC carriers other than the UDI are part of the product labelling, the UDI shall be 292 

easily and readily identifiable. 293 

15. If linear barcodes are used, the entire UDI must be concatenated into a single barcode. 294 

16. Barcodes shall be verified according to the appropriate ISO/IEC standard and they shall meet 295 

the issuing agency’s grading standards. 296 

17. If the manufacturer is using RFID technology, a linear or 2D barcode shall also be provided on 297 

the label. 298 

18. The UDI shall be readable during normal use and throughout the intended life of the device. 299 

19. The UDI shall be placed so that the AIDC can be accessed during normal operation or storage. 300 

20. If the UDI is readily readable and in the case of AIDC scannable through the device’s package, 301 

then the placing of the UDI on the “outer” package shall not be required. 302 

 303 

 304 
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B. Direct Marking (DM): 305 

1. Reusable devices subject to the UDI requirements must also bear a Direct Marked UDI on the 306 

device itself if the device is intended to be used more than once and intended to be reprocessed 307 

between uses. 308 

2. The DM UDI shall be permanent and readable during normal use and throughout the intended 309 

life of the device. 310 

3. If the device’s primary label is on the device itself and is permanent – a separate DM UDI is 311 

not required.  However, the UDI label requirements will take precedent. 312 

4. The UDI provided through the direct marking UDI (DM UDI) may be: 313 

− Identical to the UDI that appears on the label of the device, or 314 

− A different UDI used to distinguish the unlabeled/unpackaged device. 315 

5. When a device must bear a UDI as a direct marking, the UDI may be provided through either 316 

or both of the following: 317 

− Easily readable plain-text/human-readable interpretation (HRI); 318 

− Automatic identification and data capture (AIDC) technology, or any alternative 319 

technology, that will provide the UDI of the device on demand. 320 

6. A device is exempt from the DM requirement if the manufacturer can adequately demonstrate 321 

and document that: 322 

− Any type of direct marking would interfere with the safety, performance or effectiveness 323 

of the device; 324 

− The device cannot be directly marked because it is not technologically feasible; or  325 

− The device has been previously directly marked. 326 

 327 

 328 

 329 

 330 

 331 
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C. The UDI-DI Lifecycle 332 

1. A new, unique UDI-DI is required whenever there is a change made to a device or its attributes, 333 

and the change: 334 

− Results in a new DI record, 335 

− Results in a new version or model,  336 

− Could lead to ambiguity in the identification of the device,  337 

− Could affect the traceability of the device, 338 

− Creates a new device package, or 339 

− Is to any of these SAUDI-D data elements: 340 

o Issuing Agency 341 

o Primary UDI-DI Number 342 

o Quantity 343 

o Brand/Trade Name 344 

o Version or Model 345 

o Clinically Relevant Size 346 

o Labeled as Single Use 347 

o Device required to be labeled as containing natural rubber latex 348 

o MRI safety information 349 

o Device Packaged as Sterile 350 

o Requires Sterilization Prior to Use 351 

o Critical warnings or contraindications 352 

2. If the new UDI-DI is an update to a previously entered UDI-DI, then this relationship shall be 353 

entered in SAUDI-D. 354 

 355 

 356 

 357 

 358 

 359 

 360 
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D. Saudi Arabia UDI Database (SAUDI-D) 361 

1. The manufacturer, or its Authorized Representative, shall submit and maintain the appropriate 362 

data to the SAUDI-D for all devices subject to these requirements. 363 

2. The manufacturer, or its Authorized Representative, shall implement and use standard industry 364 

practices, methods, and procedures for data validation prior to submission. 365 

3. The data shall be reconfirmed in SAUDI-D annually (data review, update and attestation and 366 

is enforced by the SAUDI-D). 367 

4. SFDA may request additional information, updates, or data confirmations at any time. 368 

5. The data for new UDI-DI shall be available in SAUDI-D at the time the device is placed on the 369 

market.  For changes not requiring a new UDI-DI, the manufacturer shall update the relevant 370 

record within 10 working days of making the change. 371 

6. All specified (non-private) data in the SAUDI-D will be made publicly available.  Data relating 372 

to devices no longer on the market shall be retained in the SAUDI-D. 373 

 374 

7. The manufacturer, or its Authorized Representative, shall provide to the Saudi UDI database 375 

(SAUDI-D) the following information for each primary UDI-DI (defined as the UDI-DI on the 376 

device’s primary label), or for those situations where there is no device label or package 377 

containing the label: 378 

− The DM UDI-DI, or 379 

− The Unit of Use UDI-DI  380 

7.1 All of the following device attribute information must be provided (all fields are required 381 

unless otherwise noted): 382 

7.1.1 The GTIN-14 (GS1), HIBC-LIC (HIBCC), or ISBT 128-PPIC (ICCBBA) 383 

7.1.2 The authorized representative or local manufacturer’s Medical Device National 384 

Registry (MDNR) establishment registration number 385 

7.1.3 The device’s Medical Device National Registry (MDNR) listing number 386 
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7.1.4 The device’s Medical Device Marketing Authorization (MDMA) number 387 

7.1.5 Name and address of the manufacturer (as labeled) 388 

7.1.6 Name and address of the authorized representative (as labeled) 389 

7.1.7 Brand/Trade(/Generic) name (as labeled; if no formal brand or trade name is used or 390 

registered, enter generic device name that users are accustomed to using)  391 

7.1.8 Arabic version of Brand/Trade(/Generic) name – for OTC or home-use devices 392 

7.1.9 Version/model name/number or other high-level identifier (e.g., Basic UDI-DI) that 393 

links a group of devices with the same intended purpose, risk class and essential design 394 

and manufacturing characteristics.  Note that this is a manufacturer specified identifier 395 

– and is in addition to, and different from, the GMDN Preferred Term identified in 396 

7.1.36 below. 397 

7.1.10 Catalog number 398 

7.1.11 Device description – as labeled, in the labeling, or presented in marketing material, 399 

including a website. 400 

7.1.12 Arabic version of device description – for OTC or home-use devices 401 

7.1.13 Quantity (for primary UDI-DI) – number of units in this device or package 402 

7.1.14 Unit of use DI number (when the number of units (quantity) >1) [can be used in 403 

multiple DI records] 404 

7.1.15 Clinically relevant size (as indicated on the label) – if the device is available in more 405 

than one size and this information is necessary for the hospital, clinician, or patient to 406 

know or use. 407 

7.1.16 Production identifier(s) included in the UDI [lot/batch number (y/n), serial number 408 

(y/n), expiration (use by) date (y/n), manufacturing date (y/n), and/or software version 409 

number (y/n)] 410 

7.1.17 If device has multiple (equivalent) DIs – the equivalent DIs that are about the same or 411 

equivalent device and how the equivalent DIs are different [controlled vocabulary – 412 
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e.g., regional difference, language, voltage] than the primary DI (separate DI records 413 

for the other DIs may, or may not, be in SAUDI-D). 414 

7.1.18 Previous DI (see Article 5, section “C” above) – the UDI-DI that was changed because 415 

there was a change made to a device or its attributes that resulted in a new DI record, 416 

a new version or model, or a new device package. 417 

7.1.19 Is this a configurable device UDI-DI (y/n) 418 

− If yes, and the configurable device UDI is not physically on the label/device, but 419 

rather presented electronically, where/how it can be found (free text) 420 

7.1.20 Labeled as a single-use device (y/n) 421 

7.1.21 Reprocessed single-use device (y/n) 422 

7.1.22 Disposal/Scraping method 423 

7.1.23 Device packaged/labeled as sterile (y/n) 424 

7.1.24 Requires sterilization prior to use (y/n) 425 

7.1.25 If yes, sterilization method (from a specified list of values) 426 

7.1.26 The maximum number of reuses (where the label indicates the maximum number of 427 

reprocessing cycles) 428 

7.1.27 Device labeled as containing natural rubber latex or dry natural rubber (y/n) 429 

7.1.28 Device labeled as "Not made with natural rubber latex" (y/n) 430 

7.1.29 Prescription use (Rx) and/or Over the Counter (OTC) (one or both, never neither) 431 

7.1.30 Home-use (y/n) 432 

7.1.31 MRI safety status (safe, unsafe, or conditional – or label does not contain) 433 

7.1.32 Special storage conditions (if labeled) (if none, state “none”) 434 

7.1.33 Storage and handling conditions (as indicated on the label or in the instructions for use) 435 

(if none, state “none”) 436 
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7.1.34 Critical warnings or contra-indications (as labeled) (if none, state “none”) 437 

 Customer Contact – phone and email 438 

7.1.35 GMDN Preferred Term code (auto-populates name and definition) – note that only one 439 

term Preferred Term can be entered. 440 

7.1.36 Risk class of the device linked to MDMA (premarket registration path) 441 

7.1.37 URL for additional information, such as electronic instructions for use (optional) 442 

 443 

7.2 For devices subject to Direct Marking: 444 

7.2.1 The device is subject to the Direct Marking requirement (y/n) 445 

7.2.2 If yes, the device is subject to the Direct Marking requirement, but the manufacturer is 446 

claiming the following exemption (a. interfere with safety, performance or effectiveness; 447 

b. not technologically feasible; or c. previously marked) 448 

7.2.3 If the DM UDI is different than the label UDI: 449 

− Is the UDI-DI different (y/n): if yes, list the DM DI [can be used in multiple DI 450 

records] 451 

− What PIs are used in the DM UDI [defaults to primary DI PIs]: lot number (y/n), 452 

serial number (y/n), expiration (use by) date (y/n), manufacturing date (y/n) 453 

7.2.4 The DM UDI is presented as: 454 

− Plain-text/human-readable interpretation (HRI) (y/n) 455 

− AIDC (y/n) 456 

− An alternative technology (y/n) – if yes, describe (free text) 457 

7.3 For devices packages (repeatable for multiple packages): 458 

7.3.1 The Device Package UDI-DI number 459 

7.3.2 Package type [per defined vocabulary] 460 

7.3.3 Quantity per package 461 
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7.3.4 The UDI-DI of the next lower device/package contained within this package 462 

7.3.5 The PIs used in this package UDI [defaults to primary DI PIs]: lot number (y/n), serial 463 

number (y/n), expiration (use by) date (y/n), manufacturing date (y/n) 464 

7.3.6 Package discontinuation date (for package configurations no longer offered) 465 

 466 

7.4 For kits 467 

7.4.1 The UDI-DIs of all devices within the kits, whether marked or not. 468 

 469 

7.5 For import control: 470 

7.5.1 The applicable lot or serial numbers 471 

7.5.2 Quantity of a lot-controlled devices 472 

7.5.3 Shipment date (when expected to arrive at the designated port) 473 

7.5.4 Destination (e.g., specific distributor, hospital) 474 

7.5.5 Manufacturer confirmation date (date) 475 

7.6 For end of commercial distribution 476 

7.6.1 Date no longer available on the market (that is, commercial distribution end date, date 477 

device is no longer offered for sale) 478 

 479 

 480 

 481 

 482 

 483 
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E. Compliance Dates 484 

1. All UDI Requirements shall apply (based on the IMDRF1 GHTF mapping of the risk class of 485 

the premarket registration path): 486 

− For Class D devices – 1 year after the publication of the requirements. 487 

− For Class B/C devices – 2 years after the publication of the requirements. 488 

− For Class A devices – 3 years after the publication of the requirements. 489 

− For the Direct Mark requirements – 2 years after applicable class compliance date. 490 

 491 

F. Request for an exception from or alternative to a UDI requirement 492 

1. A manufacturer or its authorized representative may submit a request for an exception from or 493 

alternative to any of the requirements of this rule. 494 

2. A written request for an exception or alternative must: 495 

− Identify the device or devices that would be subject to the exception or alternative; 496 

− Identify the specific parts of the rule for an exception or alternative; 497 

− If requesting an exception, explain why you believe the requirements are not feasible; 498 

− If requesting an alternative, describe the alternative and explain why it would provide for 499 

more accurate, precise, or rapid device identification than the requirements or how the 500 

alternative would better ensure the safety or effectiveness of the device that would be 501 

subject to the alternative 502 

 503 

 504 

  505 

                                                      
1 http://www.imdrf.org/docs/ghtf/final/sg1/technical-docs/ghtf-sg1-n15-2006-guidance-classification-

060627.pdf 
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Chapter Two 506 

Specific Additional Requirements 507 

 508 

A. Stand-alone Software (Software as a Medical Device) 509 

1. The term Stand-alone Software (SaS) or Software as a Medical Device (SaMD) means software 510 

intended to be used for one or more medical purposes that performs this purpose without being 511 

part of a hardware medical device. 512 

2. SaS/SaMD that is distributed in both a physical, packaged form and in a form that is not 513 

packaged (e.g., when downloaded) may use the same or a different UDI. 514 

3. A UDI must be applied to the physical media containing SaS/SaMD. 515 

4. A UDI shall be provided on a readily accessible screen for the user in an easily-readable plain-516 

text format (e.g., in an about, help or start-up screen). 517 

5. Software lacking a user interface (e.g. middleware for image conversion) shall be capable of 518 

transmitting the UDI through an Application Programming Interface (API). 519 

6. Only the plain-text/Human Readable Interpretation (HRI) portion of the UDI shall be required 520 

in the software display and shall include the relevant Application Identifiers (AIs). 521 

7. In addition to the change rules outlined in Article 5, section “C” above, a new UDI-DI shall be 522 

required whenever there is a modification that changes: 523 

(a) the original performance and effectiveness, 524 

(b) the safety or the intended use of the Software, or 525 

(c) the interpretation of data. 526 

 527 

B. Implantable Devices 528 

1. All active implantable devices shall be controlled by serial number. 529 

2. Manufacturers of implantable devices shall provide an “implant card” to the patient with 530 

information allowing the identification of the device, including its UDI. 531 
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3. The full UDI (UDI-DI and UDI-PI) of an implantable device shall be readily available and 532 

readable (scannable) at the point of implantation. 533 

 534 

C. Configurable Devices 535 

1. A UDI shall be allocated to the configurable device in its entirety and shall be called the 536 

configurable device UDI. 537 

2. The configurable device UDI shall be placed on the assembly that will not be exchanged during 538 

the lifetime of the system and shall be identified as the Configurable device UDI. 539 

3. Alternatively, the configurable device UDI can be presented electronically (e.g., through a 540 

computer interface) – and not physically located on the label.  If so, then the location and how 541 

to access it must be entered into SAUDI-D. 542 

4. Each component, sub-system or part that can be removed or separated from the configuration 543 

or is available and distributed on its own (placed on the market) shall have its own, separate 544 

UDI and meet all of the other UDI requirements. 545 

 546 

D. Device constituent parts of “Combination Products” 547 

1. When a device, when placed on the market or put into service, incorporates a substance which, 548 

if used separately, would be considered to be a medicinal product, the medical device(s), and/or 549 

its components, shall meet the UDI requirements. 550 

2. However, if the device is intended to administer a medicinal product and the product forms a 551 

single integral product which is intended exclusively for use in the given combination and 552 

which is not reusable, the product shall be governed by appropriate regulatory pathway and 553 

identification. 554 

 555 

 556 

 557 
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E. Components and Replacement Parts 558 

1. Each component or replacement part shall have its own, separate UDI and meet all of the other 559 

UDI requirements of this rule, if it: 560 

− is available and distributed on its own (placed on the market), or 561 

− can be installed or removed by the end-user (regardless of whether it is commercially 562 

available and distributed on its own). 563 

2. For purposes of UDI, replacement parts are intended specifically to replace an identical or 564 

similar part of a device that is defective or worn, in order to maintain or re-establish the function 565 

of the device without changing its performance or safety characteristics. 566 

3. A component or replacement part that significantly changes the intended purpose, safety or 567 

performance of the device shall, for the purposes of UDI, be considered a remanufacturing 568 

operation – and as such subject the entire device to a new UDI-DI. 569 

 570 

F. Single Use Device Packaging Exception 571 

1. Individual single-use devices, which are labeled and packaged individually, are not required to 572 

have the UDI on the individual device label/package if all of the following conditions are 573 

thoroughly documented and met – the single-use devices are: 574 

− All of the same version or model,  575 

− Distributed together in a single device package, 576 

− Stored in that device package until removed for use, 577 

− Not intended for individual distribution, and 578 

− Not implantable devices. 579 

2. The primary UDI will be on the device package of these individual SUDs. 580 

 When this exception is used, SAUDI-D will require that a Unit of Use DI be assigned to the 581 

unmarked individually labeled and packaged device and entered into the database. 582 

 583 

 584 
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G. Kits (which includes other non-homogenous package configurations) 585 

1. A kit is any combination of two or more different devices (UDI-DIs) in a single package, 586 

whether or not they are finished devices, labeled, intended to be used together, created for the 587 

convenience of the user, subject to UDI, or marked with UDI. 588 

2. A kit shall have its own, unique UDI (DI and PI) – referencing this specific collection of 589 

devices.   590 

3. The UDI-DIs of all devices within the kits, whether marked or not, shall be entered into the 591 

SAUDI-D. 592 

 593 

H. Convenience kit/procedure pack exception 594 

1. For the purposes of this exception, a convenience kit or procedure pack, which is a specific 595 

kind of kit, means a combination of medical products packaged together and placed on the 596 

market with the purpose of being used for a single, specific medical procedure or purpose. 597 

2. The contents of a convenience kit or procedure pack are intended to remain packaged until used 598 

by the end-user, and not replaced or repackaged, and all devices are consumed or discarded 599 

after opened and used for the single, intended medical procedure or purpose. 600 

3. The convenience kit or procedure pack shall have its own UDI. 601 

4. The device contents of a convenience kit or procedure pack shall also have its own UDI, unless 602 

the device is: 603 

− An individual single-use disposable device, which cannot be used outside the context of 604 

the convenience kit or procedure pack, or 605 

− Otherwise, exempt from having a UDI on the label or package of the device that is in the 606 

convenience kit or procedure pack. 607 

5. The UDI-DIs of all devices within the kits/packs, whether marked or not, shall be entered into 608 

the SAUDI-D. 609 

 610 
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I. Shipping Containers 611 

1. A UDI is not required to be placed on any “shipping container.”   612 

 613 

J. Devices Sold at Retail 614 

1. For devices intended exclusively for retail Point of Sale (POS), the UDI-PI(s) of the UDI’s 615 

AIDC do not need to appear on the point of sale package (that is, in the UPC/EAN data carrier). 616 

2. Higher levels of packaging, not intended for retail Point of Sale, must contain the full UDI. 617 

3. A device intended both for retail POS and use in clinical environments, e.g., hospitals, must 618 

ALSO contain the full UDI on the label and packaging, in addition to the retail POS data carrier. 619 

 620 

K. Own Brand/Private Labelers 621 

1. For the purposes of UDI, an Own Brand or Private Labeler, who labels or relabels a device 622 

from a 3rd party under his own name and/or Trade/Brand name, is considered the manufacturer 623 

of the devices – and is responsible for the UDI of the labeled or relabeled device. 624 

 625 

L. Custom-made and Investigational Devices 626 

1. For the purposes of UDI, a “custom-made device” means any device specifically made in 627 

accordance with a written prescription of any person authorized by national law by virtue of 628 

this person's professional qualifications which gives, under his responsibility, specific design 629 

characteristics, and is intended for the sole use of a particular patient exclusively to meet their 630 

individual conditions and needs.  However, mass-produced devices which need to be adapted 631 

to meet the specific requirements of any professional user and devices which are mass-632 

produced by means of industrial manufacturing processes in accordance with the written 633 

prescriptions of any authorized person shall not be considered to be custom-made devices 634 

2. For the purposes of UDI, an “investigational device” means any device being assessed for 635 

safety and/or performance in a clinical investigation 636 
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3. Both Custom-made and Investigational Devices are exempt from UDI. 637 

 638 

M. Existing Inventory Exception 639 

1. A finished device manufactured and labeled prior to the applicable compliance date may be 640 

distributed without being UDI compliant for an additional 1 year after the applicable 641 

compliance date.  This exception does not apply to the Direct Marking requirement. 642 

 643 

N. Reprocessed , Relabeled, Repackaged, Refurbished, Remanufactured, and Serviced 644 

Devices 645 

1. Reprocessors of single use medical devices, re-labelers, re-packagers, re-furbishers, and re-646 

manufacturers, shall create their own, new UDI for the reprocessed, relabeled, repackaged, 647 

refurbished, or remanufactured medical device, which shall replace the OEM’s UDI where it 648 

exists.  649 

2. The new UDI must meet all of the requirements of this rule. 650 

3. The re-processor, re-labeler, re-packager, re-furbisher, or re-manufacturer shall keep, where 651 

available, the UDI of the original device. 652 

4. The act of servicing a device, if returned to the original user, does not in and of itself subject 653 

the device to UDI.  However, if the serviced device is not necessarily returned to the original 654 

user, the serviced device is subject to UDI. 655 

 656 

O. Verification and Traceability 657 

1. The manufacturer, authorized representative, importer, and distributor shall store and maintain, 658 

in an easily searchable electronic format, the UDI of the devices which they have both received 659 

and distributed. 660 
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2. Authorized representatives, importers and distributors must verify, in SAUDI-D, that a UDI 661 

has been properly assigned by the manufacturer and appropriately appears on the device’s label 662 

and device packages. 663 

3. Health institutions shall store and maintain, in an easily searchable electronic format the UDI 664 

of the devices which they have received. 665 

4. Where a retail pharmacy distributes medical devices, they shall store and maintain, in an easily 666 

searchable electronic format, the UDI of the devices which they have received and distributed. 667 

 668 

 669 

  670 
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Chapter Three  671 

Device Traceability 672 

A. Import Control 673 

1. In keeping with the requirements of MDS-IR3 Implementing Rule on Medical Devices Listing, 674 

Article Eight, the importer (registrant) shall submit to the SAUDI-D, for each UDI-DI being 675 

imported into the KSA market: 676 

− The applicable lot or serial numbers, 677 

− Quantity of lot-controlled devices, 678 

− Shipment date (when expected to arrive at the designated port), and 679 

− Destination (e.g., specific distributor, hospital). 680 

2. The manufacturer shall confirm that this information is accurate. 681 

 682 

B. Track & Trace 683 

1. For all serialized devices, the Import Control activity (“A.” above) will also initiate the SFDA 684 

Track & Trace process. 685 

2. All serialized medical device will be entered into the SFDA Track and Trace system to track 686 

the device through its supply chain activities and usage in medical facilities (e.g., hospitals, 687 

healthcare providers, pharmacies, medical supply companies, etc.). 688 

3. All distributors, hospitals, and other end-users (including patients), shall submit, upon receipt 689 

and distribution (as applicable), the GTIN-14 and Serial Numbers to the Track & Trace System. 690 

 691 

 692 

  693 
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Chapter Four 694 

UDI in Healthcare Delivery 695 

 696 

The adoption, implementation and use of UDIs across and throughout the healthcare ecosystem by 697 

health systems, hospitals, healthcare providers, patients, insurance companies, and others will bring 698 

about significant cost, quality, safety, and efficiency improvements in the delivery and management 699 

of medical-device related healthcare. 700 

The documentation and use of a device’s UDI throughout healthcare will vastly improve the: 701 

− accurately and efficiency of the supply chain, 702 

− inventory management of devices, 703 

− traceability of medical devices, especially for field safety corrective actions, 704 

− identification of SFDA approved medical devices for procurement activities, 705 

− identification of counterfeit devices, 706 

− identification of medical devices at the point of use, 707 

− identification of medical devices in adverse events, 708 

− reporting, reviewing and analyzing of adverse event reports, 709 

− development of processes and systems to reduce medical errors, 710 

− enable effective consumer-focused information, 711 

− safe and effective use of devices, 712 

− safety surveillance of devices, 713 

− assessment of device performance, and 714 

− documentation and longitudinal capture of data on medical devices. 715 

Health systems must take the critical steps necessary to facilitate and leverage the implementation 716 

of UDI throughout KSA by putting systems and processes in place to capture and use UDI in real 717 

time.  This includes the documentation of the use or implementation of a device’s UDI in patient’s 718 

electronic health records, the inclusion of UDI in inventory management and billing systems, the 719 

use of UDI in the communication of device safety concerns, and leveraging UDI for easily 720 

accessible clinician and patient information. 721 

 722 

 723 
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Chapter Five 724 

SAUDI-D Features and Functions 725 

The following list of features and functions are meant to provide a general overview of the SAUDI-726 

Database high-level requirements.    727 

A. Submission Options 728 

1. There are 2 ways in which data can be uploaded – and both can be used by a manufacturer or 729 

authorized representative: 730 

− A user may enter data in a web-based user interface, and/or 731 

− A user may upload data submissions (in XML format) via a web-based import functionality 732 

 733 

B. Web-based Role-based Access Control 734 

1. The SFDA Unified system will manage the user accounts and access functionality.  The 735 

SAUDI-D will use the SFDA Unified system access credentials to enable access to the UDI 736 

module. 737 

2. The SAUDI-D will have various user roles and access permissions for the following user types: 738 

− SFDA  739 

− Authorized Representative  740 

− Manufacturers 741 

− Importers 742 

− Trusted Partners (e.g. Insurance, Procurement, Hospital) 743 

3. Users will have full database access, role-specific functionality and/or be restricted in their 744 

access to data attributes based on their assigned access control credentials. 745 

 746 

 747 

 748 

 749 

 750 
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C. System Initiated Actions  751 

1. Versioning and History 752 

− The system will track all versions of the UDI-DI record based on user data entry and/or 753 

upload activities. 754 

− The system will track all history of changes by user. 755 

− The system will display all versions, history and change logs. 756 

− The system will record all user and system actions that result in a change to the UDI-DI 757 

record. 758 

2. Confirmation of data  759 

− Annual Confirmation  760 

o An Annual confirmation action will be triggered two weeks prior to the due date to 761 

inform the UDI-DI Record email contacts that a confirmation is required.   762 

o The system will track Annual confirmation request through to completion.   763 

o The user must complete the request prior to the due date to avoid suspension of the 764 

UDI-DI Record (and subsequent SFDA processes – e.g., Import and Track and Trace).  765 

− Ad-hoc Confirmation  766 

o The SFDA reserves the authority to request data confirmation for an UDI-DI record at 767 

any point in time. 768 

o The system will enable notifications for any ad-hoc confirmation requests. 769 

3. Interface with other SFDA Systems 770 

− The system shall interface with the other Unified System modules (e.g., MDNR, MDEL 771 

and MDMA) to retrieve and present data to the user for inclusion in the UDI-DI record. 772 

− The system shall provide an API to Custom and Border Controls. 773 

− The system shall interface with the Drug Track and Trace system. 774 

− The system shall provide an API to Healthcare Trusted Providers (e.g., Hospitals, 775 

Providers, and Procurement agencies). 776 

4. Management of Value Sets and Externally managed terminologies 777 

− The system will version all value sets for user in the web-based interface. 778 

− The system will validate all UDI-DI Records (i.e., web-based entry or import) based on the 779 

most currently available value set or externally managed terminology (e.g., GMDN) 780 

 781 



 

Page 32 of 34 

 

D. User Initiated Actions 782 

1. Web-based Entry of UDI-DI Records 783 

− The user will be able to manage a UDI-DI Record.  The UDI-DI Records has the following 784 

potential states: draft and submitted. 785 

o Draft UDI-DI records may be saved, viewed, edited, and deleted or submitted. 786 

o Draft UDI-DI records may only be saved for 1 year without any activity – i.e., the 787 

system will purge any inactive Draft UDI-DI Records. 788 

o Submitted records may be viewed, edited and resubmitted. 789 

o Edited Submitted records require confirmation that the UDI-DI does not constitute a 790 

new device record, i.e., only an update to an existing record. 791 

o Submitted records may be copied to enable efficient data entry activities. 792 

− The user will be able to review and validate the UDI-DI Records prior to submitting the 793 

record to the SAUDI-D. 794 

− A UDI-DI Record may be updated at any time regardless of the state. 795 

− The UDI-Record will require user confirmation of changes when a “UDI-DI trigger” is 796 

changed.  Note: this will serve as an attestation that the UDI-DI record changes should not 797 

have resulted in a new UDI-DI record. 798 

− The UDI-DI Record will store a change history record for all data element attributes.  799 

 800 

2. Web-based Upload of UDI-DI Records 801 

− The user will be able to upload an XML file for each UDI-DI Record. 802 

− The system will enable the upload of one or more files at a time to the SAUDI-D. 803 

− The system will process and validate all individual XML files.  804 

o The system will add all successful files to the SAUDI-D. 805 

o The system will log all failed XML files for the user to reconcile based on the error 806 

messages. 807 

− The system will enable versioning of the UDI-DI record based on a unique SAUDI-D 808 

identifier for the UDI-DI record.  Note: this identifier will be created during web-based 809 

entry or import for each successful UDI-DI record. 810 
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E. Transfer of UDI-DI Records 811 

When the responsibility for a medical device is transferred to another company, the UDI-DI 812 

record will need to be transferred to a new manufacturer and all access to the record will be 813 

transferred.   814 

1. Transfer Request 815 

− The system will enable the UDI-DI Record to be transferred from one company to another. 816 

− The system will enable the existing manufacturer to initiate a transfer of the UDI-DI record. 817 

2. Transfer Confirmation 818 

− The system will enable confirmations of the transferred UDI-DI record by the new 819 

company. 820 

− The system will enable the new company to accept or reject the transfer of a UDI-DI record. 821 

− The system will version the UDI-DI Record at that transfer point to account for the change 822 

in the manufacturer. 823 

 824 

F. Search Functionality 825 

The system will enable the search functionality draft and submitted UDI-DI Records 826 

1. SAUDI-D User Functionality 827 

− The system will enable the user access to search functionality based on role-based access 828 

controls. 829 

− The system will enable the user to search draft UDI-DI records assigned to the user. 830 

− The system will enable the user to search submitted UDI-DI records assigned to their 831 

account. 832 

− The system will enable the user to export the search results in a common format. 833 

2. Public Availability 834 

− The system will enable a publicly available search module and include non-private 835 

submitted data. 836 

− The device identification information will be made available in the SFDA mobile search 837 

application. 838 

− The system will enable download capability and include non-private data. 839 

 840 
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G. Device Traceability 841 

The system will enable the traceability activities for individual medical devices. 842 

1. Import Control 843 

− The system will enable the data entry of device traceability information – i.e., production 844 

identification information for a UDI-DI record, shipment date, and destination. 845 

− The system will require confirmation from the manufacturer prior to approval of shipments 846 

through any of the SFDA ports. 847 

− The system will initiate track and trace activities for serialized medical devices listed in the 848 

import control module once the manufacturer approves the shipment record. 849 

2. Track and Trace 850 

− The SAUDI-D will submit serialized medical device data into the SFDA Track and Trace 851 

system.  852 

− The SFDA Track and Trace system will track the serialized medical device. 853 

− The SAUDI-D will have access to query the status of any serialized medical device through 854 

the supply chain activities – i.e., ability to locate a medical device for postmarket patient 855 

safety activities. 856 


