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Quality Management System 1 

Information for Certain Premarket 2 

Submission Reviews 3 
 4 

Draft Guidance for Industry and 5 

Food and Drug Administration Staff 6 
 7 

This draft guidance, when finalized, will represent the current thinking of the Food and Drug 8 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

 14 

I. Introduction 15 

FDA is issuing this draft document to provide guidance to industry and FDA staff about FDA 16 
expectations related to the Quality Management System Regulation (QMSR) 1 requirements and 17 
Quality Management System (QMS) information included in premarket approval applications 18 
(PMAs) and Humanitarian Device Exemption (HDE) applications.2 When final, this guidance is 19 
intended to assist medical device manufacturers in preparing and maintaining a QMS and 20 
providing the information required to be included in marketing submissions regarding a QMS 21 
stemming from the QMSR.  22 
 23 
Marketing submissions submitted under section 515(c)(1)(C) of the Federal Food, Drug, and 24 
Cosmetic Act (the Act), are required to include a number of informational components, as set 25 
forth in both section 515(c)(1)(C) of the Act and 21 CFR 814.20.3 One component covers the 26 
current good manufacturing practice (CGMP) requirements included in the QMSR.  27 
 28 
The medical device CGMP requirements have been amended to align more closely with global 29 
regulatory authorities by incorporating by reference the international consensus standard for 30 

 
1 When referring to 21 CFR part 820 as amended, effective on February 2, 2026, FDA uses the term “QMSR.” 
When referring to the regulation at 21 CFR part 820 in effect before February 2, 2026, FDA uses the term “QS 
regulation.”   
2 PMA and HDE submission types will be referenced as “marketing submission” throughout this draft guidance. 
3 See also 21 CFR 814.37 (PMA supplements), 21 CFR 814.39 (PMA amendments), and 21 CFR 814.108 (HDE 
supplements). 
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device QMS set by the International Organization for Standardization (ISO), ISO 13485:2016, 4 31 
and Clause 3 of its normative reference ISO 9000:2015.5 When finalized, this guidance will 32 
replace the guidance, “Quality System Information for Certain Premarket Application Reviews,” 33 
issued on February 3, 2003. 34 
 35 
In general, FDA’s guidance documents do not establish legally enforceable responsibilities. 36 
Instead, guidances describe the Agency’s current thinking on a topic and should be viewed only 37 
as recommendations, unless specific regulatory or statutory requirements are cited. The use of 38 
the word should in Agency guidances means that something is suggested or recommended, but 39 
not required. 40 
 41 

II. Background 42 

FDA has historically recognized the benefits of harmonization with other regulatory authorities 43 
and, over time, has taken a number of actions to promote consistency with its international 44 
regulatory counterparts.   45 
 46 
The QS regulation included requirements related to the methods used in, and the facilities and 47 
controls used for, designing, manufacturing, packaging, labeling, storing, installing, and 48 
servicing of devices intended for human use. These requirements have been effective in 49 
providing assurance that devices are safe and effective and otherwise in compliance with the Act. 50 
 51 
In 1996, ISO issued the first version of ISO 13485, “Quality Systems—Medical Devices—52 
Particular Requirements for the Application of ISO 9001,” as a voluntary consensus standard to 53 
specify, in conjunction with the application of ISO 9001, the QMS requirements for the design 54 
and development and, when relevant, installation and servicing of medical devices. 55 
 56 
Over time, the requirements in ISO 13485 have become more closely aligned with the 57 
requirements set forth in FDA’s QS regulation. This alignment and similarity are particularly 58 
true for the 2016 version of ISO 13485. Recognizing this progression, FDA realized an 59 
opportunity for regulatory harmonization by amending 21 CFR part 820 to incorporate by 60 
reference the QMS requirements of ISO 13485 (2016 edition) and, thereby, replace the QS 61 
regulation with the new QMSR. As such, the QMSR incorporated by reference the 2016 version 62 
of ISO 13485 and the 2015 version of Clause 3 of ISO 9000.6  FDA finalized a rule entitled, 63 
Medical Devices; Quality System Regulation Amendments on February 2, 2024. Effective 64 
February 2, 2026, 21 CFR part 820, will be revised to the following sections:7  65 

Subpart A—General Provisions 66 
820.1 Scope. 67 
820.3 Definitions. 68 

 
4 ISO 13485:2016 Medical devices — Quality management systems — Requirements for regulatory purposes. 
5 ISO 9000:2015 Quality management systems — Fundamentals and vocabulary. 
6 Any future revisions to these standards would need to be evaluated to determine the impact of any changes and 
whether it is appropriate to amend the QMSR. 
7 For more information on the 21 CFR part 820 revisions please see: https://www.regulations.gov/document/FDA-
2021-N-0507-0083  

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/quality-system-information-certain-premarket-application-reviews
https://www.regulations.gov/document/FDA-2021-N-0507-0083
https://www.regulations.gov/document/FDA-2021-N-0507-0083


Contains Nonbinding Recommendations 
 

Draft – Not for Implementation 
 

3 
 

820.5 [Reserved] 69 
820.7 Incorporation by reference. 70 
820.10 Requirements for a quality 71 
management system. 72 
Subpart B—Supplemental Provisions 73 
820.20–820.30 [Reserved] 74 
820.35 Control of records. 75 
820.40 [Reserved] 76 
820.45 Device labeling and packaging 77 
controls. 78 
Subparts C–O [Reserved] 79 

 80 
FDA believes the global harmonization of medical device regulation can help provide safe, 81 
effective, and high-quality devices and contributes to public health through timelier patient 82 
access to such devices. Harmonizing regulations removes unnecessary duplicative regulatory 83 
requirements and impediments to market access and removes barriers to patient access. 84 
 85 

III. Overview 86 

This draft guidance document is intended to assist medical device manufacturers both to prepare 87 
and maintain a QMS and to provide the information required to be included in marketing 88 
submissions regarding a QMS, in line with the QMSR. In addition, this draft guidance is 89 
intended to make recommendations regarding information that may help FDA determine 90 
compliance with the QMSR.  91 
 92 
The Act requires that certain marketing submissions contain a “full description” of the methods 93 
used in, and the facilities and controls used for, the manufacture, processing, and when relevant, 94 
packing and installation of such device.8 This information needs to be in sufficient detail so that 95 
FDA can make a knowledgeable assessment of the quality controls used in producing the 96 
medical device. FDA shall deny approval of an application if, based upon the submission and 97 
any other information before FDA with respect to the device, FDA finds that the methods used 98 
in, or the facilities and/or controls used for, the manufacture, processing, and when relevant, 99 
packing or installation of the device do not conform to good manufacturing practices.9  100 
 101 
In general, FDA recommends that submitters provide copies of written procedures, summaries, 102 
reports, or lists of items related to the QMSR as part of their FDA submissions. The QMSR 103 
requires firms to implement, establish, and maintain many of the items described in this draft 104 
guidance. Where the QMSR does not explicitly require such information to be documented, FDA 105 
considers the information to be the type that submitters are likely to create and maintain as part 106 
of the QMS, and as such recommends that it be included in a marketing submission that is the 107 
subject of this draft guidance. Including such information in the submission may reduce or 108 
eliminate the need for FDA to request additional information to determine compliance with the 109 

 
8 Section 515(c)(1)(C) and 520(m) of the Act, see 21 CFR 814.20(b)(4)(v); 21 CFR 814.104(b)(4).   
9 Section 515(d)(2)(C) of the Act; see 21 CFR 814.45(a); 21 CFR 814.118(a). 
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QMSR and can help FDA focus the preapproval inspection process.10   110 
 111 
Generally, section 515(c)(1)(C) of the Act requires that a PMA contain a full description of the 112 
methods used in, and the facilities and controls used for, manufacturing, processing, and packing 113 
a device. A complete description must provide sufficient detail so that a person generally 114 
familiar with current good manufacturing practice can make a knowledgeable judgment about an 115 
applicant’s QMSR.11 If FDA finds there has not been a demonstration that the methods used in, 116 
and the facilities and controls used for, manufacturing, processing, and packing a device conform 117 
to the QMSR, including because there is insufficient information submitted in the PMA, FDA is 118 
required to deny approval of the application under the Act.12 119 
 120 
In this document, FDA describes the types of information that would be sufficient to comprise 121 
the full description required by the Act and its implementing regulations. As such, FDA 122 
recommends that a submitter provide the information described in this document to enable FDA 123 
to find that methods used in, and the facilities and controls used for, manufacturing, processing, 124 
and packing a device conform to the QMSR.     125 
 126 
A submitter who chooses to meet marketing submission requirements related to the QMSR 127 
information in an alternative manner than that recommended in this guidance may wish to 128 
consult with the appropriate review office prior to the submission. FDA staff can help identify 129 
areas that might raise particular concerns for reviewers or investigators. FDA recommends 130 
reaching out to the appropriate review office to discuss this through the Q-Submission program. 131 
For additional information regarding the Q-Submission Program, please refer to the guidance 132 
titled, “Requests for Feedback and Meetings for Medical Device Submissions: The Q-133 
Submission Program.” 134 
 135 
In developing the guidance, FDA carefully considered the relevant statutory criteria for  136 
Agency decision making. FDA also considered the burden that may be incurred in the 137 
submitters’ efforts  to comply with the regulation and address the issues that have been identified 138 
in this guidance. FDA has considered the least burdensome approach to resolving the issues 139 
presented in this guidance document. For further information on the least burdensome principles, 140 
please refer to the guidance titled, “The Least Burdensome Provisions: Concept and Principles.” 141 
 142 

IV. Scope 143 

This draft guidance provides recommendations to industry and FDA staff about the QMSR 144 
information needed to be included in a marketing submission for a medical device. The 145 
recommendations provided in this draft guidance document are not intended to propose any 146 
changes to applicable statutory and regulatory standards.  147 
 148 
This guidance, when finalized, is also not intended to supplant existing device-specific guidance 149 

 
10 FDA may obtain information through either correspondence or other communication with the manufacturer or 
through an inspection, as needed. 
11 See 21 CFR 814.20(b)(4)(v). 
12 See section 515(d)(2)(C) of the Act.  

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/requests-feedback-and-meetings-medical-device-submissions-q-submission-program
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/requests-feedback-and-meetings-medical-device-submissions-q-submission-program
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/least-burdensome-provisions-concept-and-principles
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documents but may cover broader areas not addressed in device-specific guidance documents. 150 
 151 
On and after February 2, 2026, FDA will be evaluating the documents and records included in 152 
marketing submissions to determine whether there is conformance with the requirements of the 153 
QMSR. A gap analysis or another type of comparative analysis may assist FDA in determining 154 
when documents and records created prior to the QMSR effective date are submitted to FDA. 155 
Additionally, on and after February 2, 2026, FDA inspections of device manufacturers that are 156 
evaluating CGMP, including PMA preapproval inspections, will evaluate compliance with 157 
QMSR requirements. In doing so, it may help FDA to make that determination by providing a 158 
gap analysis or a comparative assessment. 159 
 160 

V. Quality Management System 161 

A. General Information 162 

(1) Format 163 

The “Cover Letter” and the general information described below in “Content” may be submitted 164 
only once if all appropriate QMSR information is submitted at the same time. If the QMSR 165 
information is not all submitted at the same time, as permitted by programs such as the PMA 166 
modular review process,13 the general information should be submitted with each submission. 167 
This will allow FDA reviewers to have ready access to this basic information with each 168 
submission under review and avoid possible delays. If submitting as an eCopy, FDA 169 
recommends including a cover letter with the information outlined in Section V.A.2 below.14 170 
 171 
Alternatively, if using FDA's eSTAR template for PMAs, the submitter should ensure that the 172 
information included below is included in the responses to the eSTAR questions. For additional 173 
information on the eSTAR program see, FDA’s webpage titled, eSTAR Program.  174 
 175 
If submitting a modular PMA submission, FDA recommends that the QMSR information be 176 
submitted in a standalone module separate from other PMA modules. 177 
 178 
When multiple facilities are involved in the manufacture, processing, packing or installation of 179 
the device, FDA recommends specifying the activities performed at each facility and submitting 180 
applicable QMSR information for each facility in separate volumes that clearly identify the 181 
facility to which it applies. 182 
 183 

(2) Cover Letter 184 

FDA recommends that submitters include a cover letter that includes the following information 185 
to help FDA manage the marketing submission and related documents more efficiently: 186 
 187 

 
13 For further information on the PMA review process please visit FDA’s webpage PMA Review Process. For more 
information on the PMA and HDE application modular process, please reference the guidance titled, “Premarket 
Approval Application and Humanitarian Device Exemption Modular Review.”  
14 See FDA’s guidance, “eCopy Program for Medical Device Submissions.”  

https://www.fda.gov/medical-devices/how-study-and-market-your-device/estar-program
https://www.fda.gov/medical-devices/premarket-approval-pma/pma-review-process
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/premarket-approval-application-and-humanitarian-device-exemption-modular-review
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/premarket-approval-application-and-humanitarian-device-exemption-modular-review
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/ecopy-program-medical-device-submissions
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• Identification elements: 188 
• Full name and street address (no P.O. Box number), 189 
• Telephone number, 190 
• FDA Facility Establishment Identifier (FEI) or registration number, and 191 
• Relationship of (each) manufacturing facility to submitter.15 192 

• DUNS business number issued by Dun & Bradstreet (D&B). 193 
• Contact person (and alternates) and the associated telephone number(s) and email 194 

addresses. 195 
• The date the facility site(s) will be ready for inspection. 196 

 197 

(3) Content 198 

The initial volume for each facility should include the following information: 199 
• A copy of the cover letter, as described above in Section V.A.2, 200 
• A description of the subject device, including pictures, and where possible, the 201 

proprietary brand name, common name, version or model number(s), product code, 202 
previous Unique Device Identifier (UDI) (if applicable), UDI assignment and 203 
maintenance plan, and intended use, 204 

• A description of how the device works, and 205 
• The documentation described in Sections VI - IX of this draft guidance. 206 

 207 
Note: If resubmitting information, FDA recommends the submitter verify that the information 208 
does not include any changes that would require a PMA or HDE amendment.16  209 
 210 

VI. Establishing a Quality Management System 211 

21 CFR part 820 directs manufacturers to establish and maintain a QMS that complies with the 212 
applicable provisions of ISO 13485. See 21 CFR 820.7 and 21 CFR 820.10(a). FDA is providing 213 
the following information to help submitters comply with those provisions in documenting their 214 
QMS. FDA also recommends providing the information outlined in Section VI of this draft 215 
guidance in the manufacturing portion of the marketing submission. Providing the information 216 
described in Section VI may enable FDA to make a knowledgeable assessment of the quality 217 
controls used in manufacturing the device.17 If FDA finds there has not been a demonstration that 218 
the methods used in, and the facilities and controls used for, manufacturing, processing, and 219 
packing a device conform to the QMSR, including because there is insufficient information 220 
submitted in the PMA, FDA is required to deny approval of the application under the Act.18 221 
 222 
 223 

 
15 The location and affiliation information will help FDA determine the appropriate facilities to be inspected under 
the preapproval process. 
16 See 21 CFR 814.37, 21 CFR 814.106. 
17 See section 520 of the Act, and 21 CFR part 820. 
18 See section 515(d)(2)(C) of the Act.  
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A. Quality management system 224 

ISO 13485 Clause 4 and its subclauses19 describe the basic expectations for how an organization 225 
establishes its QMS and emphasizes that risk-based decision making is critical to implementing 226 
the requirements of ISO 13485. FDA expects that the documents described in Clause 4 and its 227 
subclauses will provide a full description of the QMS and will enable FDA to evaluate a 228 
manufacturer’s ability to comply with the QMSR.  229 

(1) Basic expectations for establishing a QMS 230 

ISO 13485 Subclause 4.1 establishes the general requirements for a QMS. Subclauses 4.1.1-4.1.6 231 
set forth the basic elements that a manufacturer must document in its QMS. A full description of 232 
a QMS in a marketing submission will address how the manufacturer meets those requirements. 233 
FDA recommends that a submitter include the following information in its marketing 234 
submissions:   235 
 236 

• A summary of the risk-based approach(es) used to control the processes that make up the 237 
organization’s QMS. This summary should explain how the submitter addresses the 238 
following: 239 

• The risk-based approach(es) used to control the appropriate processes that make 240 
up the organization’s QMS, as described in Subclause 4.1.2(b), 241 

• The organization’s documented methods for monitoring and ensuring control over 242 
outsourced processes that affect product conformity to requirements. As described 243 
in Subclause 4.1.5, the controls should be proportionate to the risk involved and 244 
the ability of the external party to meet the requirements, and 245 

• The risk-based approach and activities the organization uses for initial validation 246 
and revalidation after QMS software changes, as described in Subclause 4.1.6.  247 
 248 

(2) General QMS Documentation 249 

ISO 13485 Subclause 4.2 requires an organization to document certain general QMS information 250 
and processes. FDA expects that a full description of that documentation and the processes that 251 
maintain the documents in a marketing submission will include:  252 
 253 

• Documented statements of its quality policy and quality objectives, 254 
• A quality manual, which should address the scope of the QMS, describe documented or 255 

referenced QMS procedures, provide a description of the interactions between QMS 256 
processes, and include an outline of the QMS documentation structure, 257 

• Medical device files, and 258 
• A full description of the document and record control processes that maintain the 259 

documentation described in Subclause 4.2.  260 
 261 
Note: 21 CFR 820.35 sets forth additional requirements for the content of specific records. 262 
Please see Section VIII of this draft guidance. 263 

 
19 References to clauses and subclauses in this draft guidance are to clauses and subclauses of ISO 13485:2016, 
unless otherwise specified. 
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 264 

B. Management responsibility 265 

(1) Responsibilities of Top Management 266 

Top management is a person or group of people who directs and controls an organization.20 ISO 267 
13485 Clause 5 describes the responsibilities of top management in developing, implementing, 268 
and documenting the organization’s QMS. ISO 13485 requires an organization to document and 269 
maintain certain information described in Clause 5 and its subclauses. A marketing submission 270 
containing a full description of the documentation described in Clause 5 should:   271 
 272 

• Identify the management representative(s) with the responsibility and authority to ensure 273 
documentation of the QMS processes, who reports to top management on the 274 
effectiveness of the QMS and any need for improvement and who ensures the promotion 275 
of awareness of applicable regulatory and QMS requirements throughout the 276 
organization, as described in Subclause 5.5.2. 277 

• Document the organization’s management review procedure, as described in Subclause 278 
5.6.  279 

• So that FDA can evaluate how top management complied with the requirements of ISO 280 
13485 Clause 5 for the subject device, FDA recommends that the submitter include a 281 
summary of the management review inputs and outputs for the subject device. 282 
 283 

C. Resource management 284 

(1) Infrastructure Requirements 285 

ISO 13485 Subclause 6.3 sets forth the organization’s infrastructure requirements needed to 286 
achieve product conformity, prevent product mix-up, and ensure orderly handling of the product. 287 
As such, a submission containing a full description of the documentation required by Subclause 288 
6.3 should contain the following information to enable FDA to make a knowledgeable 289 
assessment about that system: 290 
 291 

• A diagram of the facility(ies), demonstrating that the facility(ies) has sufficient space to:  292 
• ensure orderly handling of product, and 293 
• prevent mixing between incoming material, in-process batches, material scrapped, 294 

re-worked, modified or repaired, any other nonconforming material, medical 295 
devices, manufacturing equipment, inspection aids, documents and drawings. 296 

• The procedure(s) or summary that explains how risk management is used to determine 297 
the interval for performing the maintenance activities, and when such maintenance 298 
activities, or lack thereof, can affect product quality for equipment used in production, the 299 
control of the work environment and monitoring and measurement.  300 
 301 
Note: if this involves many procedures, FDA intends to consider a sample of the most 302 
relevant procedures supporting the subject device to be sufficient. 303 

 
20 See ISO 9000, Subclause 3.1.1. 
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 304 

(2) Work Environment and Contamination Control 305 

ISO 13485 Subclause 6.4 and its subclauses set forth an organization’s responsibilities for 306 
documenting the work environment needed to achieve conformity to product requirements and 307 
contamination control processes.  308 
 309 
The controls for the work environment and contamination control may vary depending on the 310 
type of product, the associated manufacturing processes, sterility status, and with consideration 311 
to the extent to which the product contact with the environment may adversely impact product 312 
cleanliness.  313 
 314 
For example, for an implanted device, the final cleanliness of the implant surface affects medical 315 
safety performance and is crucial for that device to perform as intended. For other devices, such 316 
as electronically controlled medical devices, protections in the work environment against 317 
electrostatic discharge, or other sources of damage or contamination of the electronic 318 
components may be crucial to the device. For many devices, controls for (1) the production 319 
environment for air cleanliness, including particulate and bioburden, may be applied in the form 320 
of a defined "cleanroom" or controlled environment and classification, and (2) personnel (such as 321 
gowning, gloves, personal hygiene) may apply, because preventing contamination with 322 
microorganisms or particulate matter may prevent contamination of the product. Therefore, as 323 
for other sections of this draft guidance, the risk management documentation should clearly 324 
define the type and extent of controls to be exercised for the subject device.  325 
 326 
As such, a marketing submission containing a full description of the documentation required by 327 
Subclause 6.4 should contain the following information: 328 
 329 

• Documents that identify the requirements for the work environment needed to achieve 330 
conformity to the product requirements, as described in Subclause 6.4.1.  331 

• Documents that describe the plan, procedures, and arrangements to control contaminated 332 
or potentially contaminated product, including control of contamination with 333 
microorganisms or particulate matter, to prevent conditions that could adversely affect 334 
the device, consistent with Subclause 6.4.2. 335 

• The overarching (main or top level) documents that apply to the device, if there are 336 
multiple applicable procedures. Additionally, submitters should identify (list) the others 337 
(i.e., next document tier or layer down). FDA may interactively request select examples 338 
of next layer/tier documents, where appropriate, to complete/facilitate its review.  339 

• Either within this section, or under Subclauses 7.5.6 and 7.5.7, as discussed in this draft 340 
guidance, the related validation plan, associated validation protocol and report to 341 
represent an example21 of the environmental and/or contamination control 342 
systems/processes (e.g., cleaning process, cleanroom qualification) applicable for the 343 
subject device. 344 

 
21 For purposes of the review, one related validation plan, associated validation protocol and report should be 
sufficient. However, FDA may request additional information during the course of the review, if needed. 
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• The risk-based approach for the submitter’s choice of cleanliness criteria (e.g. cleanroom 345 
classification). 346 
 347 

D. Product Realization 348 

(1) Product Realization Development Processes 349 

ISO 13485 Subclause 7.1 requires the organization to plan and develop processes needed for 350 
product realization, including one or more risk management processes used in product realization 351 
and for records of these risk management activities to be maintained. A marketing submission 352 
containing a full description of the documentation required by Subclause 7.1 should contain the 353 
following information: 354 
 355 

• The report or other output that documents the result of planning for product realization 356 
for the device.  357 

• A procedure(s) or detailed summary of each risk management process used in product 358 
realization and where in product realization it is used for the device. 359 

• The summary results of the risk management activities for the device. This summary 360 
should document the links between the identified potential hazards, hazardous situations 361 
and associated possible harm, device failure modes, risk estimation, risk control measures 362 
and activities for verification of the implementation and effectiveness of risk control 363 
measures. 364 
 365 

(2) Design and Development Requirements 366 

ISO 13485 Subclause 7.3 and its subclauses describe the requirements for design and 367 
development controls. Because Subclause 7.3.10 requires a manufacturer to maintain its design 368 
and development files, FDA expects that those files will contain the necessary information to 369 
provide a full description of the design and development controls that are part of the QMS. In 370 
particular, and to the extent the information does not appear elsewhere in the application but is 371 
maintained as part of the manufacturer’s QMS in accordance with Subclause 7.3, FDA 372 
recommends that submitters provide the following information as part of the manufacturer’s full 373 
description of its QMS in the marketing submission:    374 

 375 
• The design and development plan(s) that includes all of the documented elements 376 

specified under Subclause 7.3.2. A full description would generally include the 377 
following: 378 

• Any traceability matrix (tracing design and development inputs to design and 379 
development outputs); subsequent portions of the description may refer back to 380 
this matrix. 381 

• Where a manufacturer uses multiple plans for design and development (for 382 
example, for complex processes), each of those design and development plans. 383 

• Records of planning document approvals and, as applicable, associated version 384 
numbering and dates.   385 
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• All of the design and development inputs described under Subclause 7.3.3. A full 386 
description would generally include: 387 

• Identification of the process to address any potential and/or emerging risks and 388 
how the submitter plans to manage such risks. 389 

• Identification of each input, including which of them were derived from risk 390 
management outputs. 391 

• The documented reviews for determining that the inputs are complete, 392 
unambiguous, able to be verified or validated, and not in conflict, including the 393 
responsible person(s) and dates. 394 

• Any appropriate cross-references to traceability matrices, for example, a design 395 
traceability matrix provided for Subclause 7.3.2 and/or a risk management trace 396 
matrix. 397 

• All of the design and development outputs described under Subclause 7.3.4. A full 398 
description would generally include: 399 

• Identification of each output, in a form suitable for verification against the inputs. 400 
• The resulting appropriate information for purchasing, production, and service 401 

provision (see also ISO 13485 Subclauses 7.4 and 7.5). 402 
• Product22 acceptance criteria or a reference to the acceptance criteria. 403 
• Identification of the characteristics of the device that are essential for its safe and 404 

effective use. 405 
• Records of approvals of design outputs prior to release. 406 
• Any appropriate cross-reference to a traceability matrix, for example, a design 407 

traceability matrix provided for Subclause 7.3.2. 408 
• The documented plan for and results of design and development reviews as described in 409 

Subclause 7.3.5. A full description would generally include: 410 
• The documented evaluation that the results of design and development meet 411 

identified requirements.  412 
• Results of design and development reviews at various stages, which may be, for 413 

example, any point(s) at which the submitter evaluated the product design in order 414 
to adjust and/or change the design plan, or at the end of other predefined design 415 
and development phases. 416 

• Identification of the need for further action, proposals for such action, and any 417 
adjustments made based on the reviews. 418 

• Identification of the participants in such reviews, including relevant expertise or 419 
role, and the dates of such reviews. 420 

• The plan for, and results of, the verification activities for design and development 421 
described in Subclause 7.3.6. A full description would generally include: 422 

• A list of verification activities conducted and associated reports of results (these 423 
may be cross-references to other reports provided elsewhere in the application). 424 

• Any test methods, protocols, acceptance criteria, and as appropriate, statistical 425 
techniques with sample descriptions/sizes and supporting rationale. 426 

 
22 Note that, for purposes of the QMSR, “product” has a distinct definition (see ISO 13485 Subclause 3.15). 
“Product” so defined can refer to something besides the final finished device or device constituent part. 



Contains Nonbinding Recommendations 
 

Draft – Not for Implementation 
 

12 
 

• A clear statement of limitations on the scope of the verification activities, for 427 
example, in cases where the verification was limited to a specific component. 428 

• When a device is intended to be used as part of a system or with another device, 429 
the verification activities for the system or with the other device(s). 430 

• Any other appropriate cross-references to information provided elsewhere in the 431 
application.   432 

• The plan for, and results of, the validation activities for design and development as 433 
described in Subclause 7.3.7. A full description would generally include: 434 

• A list of validation activities conducted and associated reports of results (these 435 
may be cross-references to other reports provided elsewhere in the application). 436 

• Documentation that the design and development results will meet the 437 
requirements for the specified application or intended use(s). 438 

• Documentation of validation plans that include methods, acceptance criteria, and 439 
as appropriate, statistical techniques with sample size/descriptions and supporting 440 
rationale. 441 

• The design validation on representative product, which includes initial production 442 
units/batches or their equivalents, with: 443 

• A rationale for the choice of product used for validation. 444 
• The differences, if any, between the product used for validation and the 445 

device under review. 446 
• A clear statement of limitations on the scope of the validation activities, for 447 

example, in cases where the validation was limited to a specific component. 448 
• When a device is intended to be used as part of a system or with another device, 449 

the validation activities for the system or with the other device(s). 450 
• Any other appropriate cross-references to information provided elsewhere in the 451 

application. 452 
• The procedures for the transfer of design and development outputs to manufacturing 453 

under Subclause 7.3.8. A full description would generally include: 454 
• Procedures specific to the organizations responsible for each activity, including 455 

for in-house manufacturing and various contract manufacturers and component 456 
(or product) suppliers, as applicable, with: 457 

• An explanation for how to transfer information about manufacturing 458 
controls and requirements to the different organizations. 459 

• Procedures to ensure adequate transfer of design and development outputs 460 
that are essential to the safe and effective use of the device. 461 

• Records of verification and approval of design outputs prior to transfer. 462 
• Specifications for necessary infrastructure, equipment, personnel, and expertise. 463 
• Plans for, and records of, equipment qualification, process validation, personnel 464 

training, and other setup activities. 465 
• Sampling plans, equipment maintenance activities, cleaning procedures, and 466 

specifications for other ongoing/periodic quality control measures. 467 
• Records of any review(s) to determine if transfer was effective and complete. 468 
• Any appropriate checklists or trace matrices (or cross-references to information 469 

provided elsewhere in the application). 470 
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 471 
Note: Section VI.D.4 below recommends detailed information regarding the production flow for 472 
the device. If addressing any information recommended here in the response to the production 473 
flow information request in Section VI.D.4 below, submitters should indicate that in relation to 474 
Subclause 7.3.8. 475 

 476 
• The procedures under Subclause 7.3.9 to control design and development changes. A full 477 

description would generally include: 478 
• Procedures to determine the significance of any change to function, performance, 479 

usability, safety, intended use, and applicable regulatory requirements. 480 
• Procedures for the review, verification, validation (as appropriate), and approval, 481 

with: 482 
• Procedures to review the effects on constituent parts, product in-process or 483 

already delivered, inputs or outputs of risk management, and product 484 
realization processes. 485 

• Information establishing any such review was completed before 486 
implementation of the change(s). 487 

• A detailed summary of all approved process and design and development 488 
changes. 489 

• Including changes to associated software that occurred after the initiation 490 
of manufacturing units for design and development verification and 491 
validation activities.  492 

• Changes should be grouped based on how a change impacts function, 493 
performance, usability, safety, and whether there are any changes to 494 
applicable regulatory requirements for the device and intended use due to 495 
these changes. 496 

• This summary should include a justification for why the changes do not 497 
impact the validity of the data collected during the design and 498 
development verification and validation activities, including any clinical 499 
data used to establish the safety and effectiveness of the subject device.  500 

• Records showing approvals of changes prior to implementation. 501 
• Information describing the design and development files required to be maintained under 502 

Subclause 7.3.10. A full description would generally include: 503 
• A summary of the information contained in the design and development files. 504 
• Records (or references to records) generated to demonstrate conformity to the 505 

requirements for design and development. 506 
• Records for design and development changes. 507 
• Any records not specifically mentioned above about establishing, reviewing, 508 

approving, changing, verifying, or validating design and development activities or 509 
determinations, as applicable. 510 
 511 
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(3) Purchasing, Purchasing Process, Purchasing Information, 512 
and Verification of Purchased Product Requirements 513 

ISO 13485 Subclause 7.4 describes the requirements for purchasing, purchasing process, 514 
purchasing information, and verifying product requirements. This information is particularly 515 
important if the organization uses a contract design service, contract manufacturer(s), or 516 
suppliers for the subject device. FDA expects that purchasing files will contain information to 517 
provide a full description of the organization’s purchasing activities that are part of QMS. As 518 
such, a marketing submission containing a full description of the documentation required by 519 
Subclause 7.4 should contain the following information:  520 
 521 

• The procedure(s) or other documents that ensure the purchased product conforms to 522 
specified purchasing information, which is described in Subclause 7.4.1. Those 523 
documents or procedures should:  524 

• Establish criteria for evaluation and selection of suppliers for the subject device, 525 
based on the supplier’s ability to provide product that meets requirements, based 526 
on the supplier performance, based on the effect of the purchased product on the 527 
quality of the device, and proportionate to the risk associated with the device.  528 

• Plan for monitoring and re-evaluating suppliers for the subject device. 529 
• Provide an explanation of how non-fulfillment of purchasing requirements are 530 

addressed with the supplier proportionate to the risk associated with the purchased 531 
product and compliance with applicable regulatory requirements. 532 

• Procedures for verification of purchased product, as set forth in Subclause 7.4.3. FDA 533 
notes that if these procedures are voluminous, a submitter may provide FDA with a 534 
sample of the procedures focusing on higher risk purchasing activities. These procedures 535 
should: 536 

• Establish and implement inspection or other activities necessary for ensuring that 537 
purchased product meets purchasing requirements. The extent of verification 538 
activities shall be based on the supplier evaluation results and proportionate to the 539 
risks associated with the purchased product. 540 

• Explain how the type of and extent of the verification activities are based on 541 
supplier evaluation results and proportionate to the risks associated with the 542 
purchased product. 543 

• Determine if any changes to purchased product affect the product realization 544 
process or the medical device.  545 
 546 

In accordance with Subclause 7.3.4, to maintain a compliant QMS, a manufacturer is required to 547 
provide appropriate information for purchasing, production and service provision, and its design 548 
and development outputs must specify the characteristics of the product essential for its safe and 549 
proper use. To comply with that design and development requirement, FDA recommends that the 550 
manufacturer maintain a list of suppliers, vendors, contract manufacturers, and contract design 551 
and development firms that provide a component or service that is related to characteristics of 552 
the subject device that are essential for its safe and proper use. To demonstrate purchasing 553 
processes, and as required by Subclause 7.4.1, FDA recommends the submitter include that list 554 
as part of its full description of its QMS in its marketing submission. In addition, FDA 555 
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recommends that the submitter provide a summary of the purchasing processes applied to these 556 
suppliers, vendors, contract manufacturers, and contract design and development firms for the 557 
component or service provided. 558 
 559 

(4) Implementation of Production and Service Provisions 560 

ISO 13485 Subclause 7.5 sets forth the requirements for a QMS that plans, carries out, monitors, 561 
and controls the production processes and service provisions. FDA recognizes that such 562 
documents or records may be voluminous. Therefore, FDA recommends that a full description of 563 
that process, which may enable FDA to assess conformance with this requirement, include:  564 
 565 

• A summary of the method(s) the organization uses to plan, carry out, monitor, and 566 
control production and service provision to ensure that the product conforms to its 567 
specifications, as described in Subclause 7.5.1. FDA recommends the submitter include 568 
an explanation of how risk management methods for production and service provision 569 
relate to the overall product realization risk management methods (in accordance with 570 
Subclause 7.1) and how they were used to implement Clause 7.   571 

• A summary of the activities conducted to verify that product requirements have been met 572 
at applicable stages of the product realization process for the device. As part of this 573 
summary, FDA recommends the submitter include the location of the activity in the 574 
process and the acceptance criteria the manufacturer used. 575 

• The production flow diagram for the subject device.  576 
• The production flow diagram schematically should identify how all the 577 

manufacturing processes, different manufacturing entities, and process controls fit 578 
together. The submitter should provide a production flow diagram that identifies 579 
the steps involved in the manufacture of the subject device and the responsible 580 
entity (when multiple facilities are involved) of each step. In the production flow 581 
diagram, FDA recommends that the submitter also provide process controls (e.g., 582 
when samples are taken, the parameters being tested, and the associated 583 
specification and/or acceptance criterion), if applicable. This information helps to 584 
show the important aspects of the production process and understand where and 585 
when the manufacturing process crosses facility lines and whether purchasing 586 
controls of the facility or contractor are needed. 587 

• In accordance with Subclause 7.5.2, in its QMS, the manufacturer shall document 588 
requirements for product cleanliness or contamination control if one of the conditions 589 
identified in Subclause 7.5.2(a)-(e) is met. To fully describe how the submitter intends to 590 
address those conditions, the submitter should provide the documented requirements for 591 
cleanliness or contamination control for the subject device, when applicable. 592 

• In accordance with Subclause 7.5.4, in its QMS, the manufacturer shall document 593 
servicing procedures, reference materials, and reference measurements, as necessary, 594 
when servicing a medical device is a specified requirement. A full description of a QMS 595 
should include the servicing procedure(s) for the subject device, when applicable. 596 

• In accordance with Subclauses 7.5.6 and 7.5.7, in its QMS, the manufacturer shall 597 
validate any processes for production and service provision where the process cannot be 598 
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or is not fully verified. FDA recommends that a full description of those validation 599 
processes include:   600 

• A list of all processes used in the production of the subject device. The list should 601 
indicate which processes are/will be validated and which processes are/will not be 602 
validated. 603 

• The validation plans for each process identified as to be validated. The plan 604 
should contain or refer to the objective and measurable acceptance criteria; 605 
describe how appropriate statistical methods for data collection and analysis are 606 
used; and define the criteria for re-validation. 607 
 608 

Note: Validation plans should be in place at the time of submission of the 21 CFR part 820 609 
information. Although all process validations do not have to be completed at the time of 610 
submission, FDA encourages sponsors to complete process validations, if possible, and include 611 
two or three relevant process validation reports from those that have been completed by the time 612 
of submission. This will help FDA conduct a thorough evaluation of the submitter’s QMS. 613 
However, all process validations should be completed prior to the preapproval inspection and 614 
prior to distribution of any finished devices. 615 
 616 
Note: For the manufacture/processing, packaging and sterilization of medical 617 
devices/combination products, where there is an additional need to consider the controls for 618 
effectively inactivating the causative agents of spongiform encephalopathies, such as scrapie, 619 
bovine spongiform encephalopathy (BSE), and Creutzfeldt-Jakob disease, the submitter should 620 
define the relevant procedures and processes, and provide the documentation establishing their 621 
control (e.g., validation). 622 
 623 

• In accordance with Subclause 7.5.8, in its QMS, the manufacturer shall document 624 
procedures for product identification and identify product by suitable means throughout 625 
product realization. FDA recommends that a full description of those procedures include:   626 

• Product status with respect to monitoring and measuring requirements throughout 627 
product realization. 628 

• Product status throughout production, storage, installation and servicing of 629 
product to ensure only product meeting requirements is dispatched, used or 630 
installed. 631 
 632 

Note: Section VII of this draft guidance includes a bullet related to ISO 13485 Subclause 7.5.8 633 
and it addresses the requirements for identification associated with 21 CFR part 830. See 634 
Sections VII and VIII of this draft guidance for more on traceability/identification expectations. 635 
 636 

(5) Control of Monitoring and Measuring Equipment 637 

ISO 13485 Subclause 7.6 addresses the requirements for control of monitoring and measuring 638 
equipment that a manufacturer must meet. FDA recommends that a full description of a QMS, as 639 
it relates to Subclause 7.6, include: 640 
 641 
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• The control of monitoring and measurement equipment procedure(s) that provide for 642 
applicable routine calibration or verification, intervals, inspection and adjustment or 643 
readjustment, status, protection from damage during use and maintenance.  644 

• The applicable provisions for assessing previous measurements, when such equipment is 645 
found to be nonconforming. 646 

• Any applicable actions for such equipment and any affected product. 647 
 648 
Note: If this involves a large number of procedures, FDA recommends a sample of the 649 
most relevant procedures be provided. 650 
 651 

• Additionally, the documentation of one or more processes for risk management in 652 
product realization is required throughout the implementation of ISO 13485 Subclause 653 
7.1.  654 
 655 

To help FDA evaluate a marketing submission, the submitter should provide a summary of how 656 
the risk management process(es) necessary to implement product realization is utilized to 657 
determine the monitoring and measurement activities for the device. FDA recommends the 658 
submitter include an example of a higher risk related to monitoring or measuring 659 
equipment/process, demonstrating how the provisions (extent of controls, etc.) of the 660 
procedures/process were implemented based on the risk(s) presented. The submitter should 661 
provide the procedure(s) for the validation and re-validation of the application of computer 662 
software used in the monitoring and measurement requirements for the device. The procedure(s) 663 
should address how the organization ensures that validation activities are proportionate to the 664 
risk associated with the use of the software. 665 

 666 

E. Measurement, Analysis and Improvement 667 

(1) Monitoring and Measurement 668 

ISO 13485 Clause 8 addresses the requirements for planning and implementing the monitoring, 669 
measurement, analysis, and improvement processes in a QMS that demonstrates the product and 670 
the QMS are effective and in conformity with the requirements. In particular, FDA recommends 671 
that a full description of a QMS contain the following information in a marketing submission:    672 
 673 

• As set forth in Subclause 8.2.1, a summary of the feedback process, which should address 674 
how the organization gathers and monitors feedback regarding whether the organization 675 
has met customer needs and how it gathers data from production and post-production 676 
activities. This summary should also address how the feedback process is utilized in the 677 
product realization and improvement processes. 678 

• As set forth in Subclause 8.2.2, procedure(s) for the organization’s complaint handling. 679 
ISO 13485 Subclause 8.2.2 explicitly ties the complaint handling process to “applicable 680 
regulatory requirements.” Thus, submitters should provide a description of how the 681 
complaint handling procedure aligns with the medical device reporting (MDR) process 682 
set forth at 21 CFR part 803. 683 

 684 
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Note: Section VII of this draft guidance includes a bullet related to ISO 13485 Subclause 685 
8.2.3 and it also addresses the requirements for MDR associated with 21 CFR 820.10 686 
(b)(3). If applicable, the submitter may reference the information included in Section VII 687 
of this draft guidance. 688 
 689 
Note: Section VII of this draft guidance includes a bullet related to ISO 13485 690 
Subclauses 7.2.3, 8.2.3, and 8.3.3 and it address the requirements for corrections and 691 
removals associated with 21 CFR part 806. If applicable, the submitter may reference the 692 
information included in Section VII. 693 
 694 

• Its internal audit procedure(s), as set forth in Subclause 8.2.4. 695 
• A summary of the methods the organization applies to monitor and measure the QMS 696 

processes, as set forth in Subclause 8.2.5. The submitter should explain how the methods 697 
demonstrate the QMS processes achieve planned results, and when planned results are 698 
not achieved, the appropriate correction or corrective action that will be taken. 699 

• As set forth in Subclause 8.2.6, a summary of the methods the organization applies to 700 
monitor and measure the product to verify that product requirements have been met at 701 
applicable stages of the product realizations process, in accordance with the planned 702 
documented arrangements and documented procedures. 703 

 704 

(2) Control of Nonconforming Product 705 

ISO 13485 Subclause 8.3 describes control of nonconforming product. A QMS must address the 706 
requirements outlined in Subclauses 8.3.1 to 8.3.4, and as these documents will be a part of its 707 
QMS, FDA recommends that a full description in a marketing submission include: 708 
 709 

• A description of the necessary controls, responsibilities, and authorities to identify, 710 
control, document, quarantine, assess, and resolve the nonconforming product, as 711 
described in Subclause 8.3.1. 712 

• A procedure to determine the need for an investigation and notification of the external 713 
parties responsible for the nonconformity, as described in Subclause 8.3.1. 714 

• A procedure to ensure that acceptance of any nonconforming product is adequately 715 
justified, approved, and applicable regulatory requirements are met, as described in 716 
Subclause 8.3.2. 717 
 718 
Note: Section VII of this draft guidance includes a bullet related to ISO 13485 719 
Subclauses 7.2.3, 8.2.3, and 8.3.3, and it address the requirements for corrections and 720 
removals associated with 21 CFR part 806. 721 
 722 

• A procedure to take appropriate action when nonconforming product has been identified 723 
after distribution/delivery and how the submitter issues advisory notices in accordance 724 
with applicable regulatory requirements, as described in Subclause 8.3.3. 725 
 726 
Note: Section VII of this draft guidance includes a bullet related to ISO 13485 727 
Subclauses 7.2.3, 8.2.3, and 8.3.3, and it addresses the requirements for reports of 728 
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corrections and removals associated with 21 CFR part 806. If applicable, the submitter 729 
may reference the information included in Section VII of this draft guidance. 730 
 731 

• Rework procedure(s), as described in Subclause 8.3.4. 732 
 733 

(3) Analysis of Data 734 

ISO 13485 Subclause 8.4 describes requirements for analysis of data within a QMS. As such, the 735 
submitter should provide a full description of the procedure(s) in a marketing submission to 736 
determine, collect, and analyze data to demonstrate the suitability, adequacy, and effectiveness of 737 
the QMS, and the determination of appropriate methods and the extent of their use. 738 
 739 

(4) Identifying and Implementing Necessary Changes 740 

ISO 13485 Subclause 8.5 includes requirements for improvement activities within the QMS. 741 
Subclause 8.5.1 describes the organization’s requirement for identifying and implementing any 742 
changes needed to ensure and maintain the continued suitability, adequacy, and effectiveness of 743 
the QMS. It also describes medical device safety and performance through the use of the quality 744 
policy, quality objectives, audit results, postmarket surveillance, analysis of data, corrective 745 
actions, preventive actions, and management review. A full description of those processes in a 746 
marketing submission should include:  747 
 748 

• The corrective action procedure(s) that ensure the corrective actions are proportionate to 749 
the effect of the nonconformity and that they meet all other requirements listed in 750 
Subclause 8.5.2. 751 

• Additionally, FDA believes the risk management and/or risk-based decision making is 752 
necessary to ensure that the corrective actions taken are proportionate to the effect of the 753 
nonconformity and the risk. Therefore, the submitted procedure(s) should explain how 754 
risk management process(es) and/or risk-based decision making is incorporated into the 755 
corrective action process. 756 

• In accordance with the requirements for a QMS set forth in Subclause 8.5.3, the submitter 757 
should provide preventive action procedures that ensure the preventive actions are 758 
proportionate to the effect of the nonconformity and meet all other requirements listed in 759 
Subclause 8.5.3. 760 

• Additionally, FDA believes the risk management and/or risk-based decision making is 761 
necessary to ensure that the preventive actions taken are proportionate to the effect of the 762 
nonconformity. The submitted procedure(s) should explain how risk management 763 
process(es) and/or risk-based decision making is incorporated into the preventive action 764 
process. 765 

• The procedure(s) must meet the requirements listed in Subclause 8.5.3 and should explain 766 
how risk management process(es) and/or risk-based decision making is incorporated into 767 
the preventive action process. 768 

 769 
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VII. 21 CFR 820.10 Applicable regulatory requirements 770 

21 CFR 820.10(b) identifies a limited list of additional regulatory requirements needed to fully 771 
comply with the identified ISO 13485 citation. A full description of the QMS in a marketing 772 
submission should include:  773 
 774 

• A summary of the system used to assign a UDI to the subject device and utilization of 775 
UDI to identify devices accurately from manufacturing through distribution to patient 776 
use, as required by Subclause 7.5.8. The submitter should also document a system to 777 
assign UDI to the medical device in accordance with the requirements of 21 CFR 778 
820.10(b)(1) and 21 CFR part 830.  779 

• Procedures for traceability in accordance with the requirements of 21 CFR 820.10(b)(2), 780 
21 CFR part 821, and Subclause 7.5.9.1. 781 

• The device tracking procedure(s) and explain how it is linked to the process(es) that 782 
implement the traceability requirements in Subclause 7.5.9.1. 783 

• The process by which the submitter will notify FDA of complaints that meet the reporting 784 
criteria of 21 CFR 820.10(b)(3) and 21 CFR part 803, as set forth at Subclause 8.2.3.  785 

• A summary of the MDR procedure(s) and explain how this process(es) is linked to the 786 
process(es) that implement the complaint handling requirements in Subclause 8.2.3. 787 

• A description of how the submitter will handle advisory notices in accordance with the 788 
requirements of 21 CFR 820.10(b)(4), 21 CFR part 806, and Subclauses 7.2.3, 8.2.3, and 789 
8.3.3. 790 

• A summary of the process(es) implementing the requirements of 21 CFR 820.10(b)(4) 791 
and 21 CFR part 806, and explain how this process(es) is linked to those processes 792 
implementing ISO 13485 Subclauses 7.2.3, 8.2.3, and 8.3.3. 793 

 794 

VIII. 21 CFR 820.35 Control of records 795 

21 CFR 820.35 identifies additional record keeping requirements that must be fulfilled along 796 
with the records requirements identified in ISO 13485 Subclause 4.2.5. As such, to allow FDA to 797 
evaluate a full description of a submitter’s QMS, FDA recommends the submitter include the 798 
following information in its marketing submission: 799 
 800 

• Process regarding complaint handling records, and explain how the records fulfill the 801 
requirements outlined in 21 CFR 820.35(a) and how it is linked to ISO 13485 Subclause 802 
8.2.2.  803 

• Process regarding servicing activities records. The submitter should explain how the 804 
records fulfill the requirements outlined in 21 CFR 820.35(b) and how it is linked to 805 
Subclause 7.5.4.  806 

• A sampling of UDIs and Global Unique Device Identification Database (GUDID) 807 
records. The submitter should explain how the records fulfill the requirements of 21 CFR 808 
820.35(c), and how it is linked to ISO 13485 Subclauses 7.5.1, 7.5.8, and 7.5.9. These 809 
supplied records should be for the subject device whenever possible. 810 
 811 
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IX. 21 CFR 820.45 Device labeling and packaging controls 812 

The QMSR describes device labeling and packaging controls required in addition to those noted 813 
in ISO 13485 Subclause 7.5.1 Control of production and service provision. More specifically, as 814 
set forth in ISO 13485, manufacturers shall document and maintain procedures that provide a 815 
detailed description of the activities to ensure the integrity, inspection, storage, and operations 816 
for labeling and packaging during the customary conditions of processing, storage, handling, 817 
distribution, and, as appropriate, use of the device. As such, in its marketing submission, the 818 
submitter should provide the procedure(s) that fulfill the requirements for device labeling and 819 
packaging control described in 21 CFR 820.45(a)-(c) for the subject device.  820 
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