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1. 4 Quality Management System

2. 4.1 General requirements

3. 4.1.1 The organization shall document a quality management system and maintain its
effectiveness in accordance with the requirements of this International Standard and applicable
regulatory requirements.

4, The organization shall establish, implement and maintain any requirement, procedure, activity or
arrangement required to be documented by this International Standard or applicable regulatory
requirements.

5. The organization shall document the role(s) undertaken by the organization under the applicable
regulatory requirements.

6. NOTE Roles undertaken by the organization can include manufacturer, authorized
representative, importer or distributor.

7. 4.1.2 The organization shall:

8. a) determine the processes needed for the quality management system and the application of
these processes throughout the organization taking into account the roles undertaken by the
organization;

9. b) apply a risk based approach to the control of the appropriate processes needed for the quality
management system;

10. | c) determine the sequence and interaction of these processes.

11. | 4.1.3 For each quality management system process, the organization shall:

12. | a) determine criteria and methods needed to ensure that both the operation and control of these
processes are effective;

13. | b) ensure the availability of resources and information necessary to support the operation and
monitoring of these processes;

14. | ¢) implement actions necessary to achieve planned results and maintain the effectiveness of
these processes;
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15. | d) monitor, measure as appropriate, and analyse these processes;
16. | e) establish and maintain records needed to demonstrate conformance to this International
Standard and compliance with applicable regulatory requirements (see 4.2.5).
17. | 4.1.4 The organization shall manage these quality management system processes in accordance
with the requirements of this International Standard and applicable regulatory requirements.
18. | Changes to be made to these processes shall be:
19. | a) evaluated for their impact on the quality management system;
20. | b) evaluated for their impact on the medical devices produced under this quality management
system;
21. | ¢) controlled in accordance with the requirements of this International Standard and applicable
regulatory requirements.
22. | 4.1.5 When the organization chooses to outsource any process that affects product conformity to
requirements, it shall monitor and ensure control over such processes.
23. | The organization shall retain responsibility of conformity to this International Standard and to
customer and applicable regulatory requirements for outsourced processes.
24. | The controls shall be proportionate to the risk involved and the ability of the external party to
meet the requirements in accordance with 7.4.
25. | The controls shall include written quality agreements.
26. | 4.1.6 The organization shall document procedures for the validation of the application of
computer software used in the quality management system.
27. | Such software applications shall be validated prior to initial use and, as appropriate, after
changes to such software or its application.
28. | The specific approach and activities associated with software validation and revalidation shall be
proportionate to the risk associated with the use of the software.
29. | Records of such activities shall be maintained (see 4.2.5).
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30. | 4.2 Documentation requirements

31. | 4.2.1 General

32. | The quality management system documentation (see 4.2.4) shall include:

33. | a) documented statements of a quality policy and quality objectives;

34. | b) aquality manual;

35. | c) documented procedures and records required by this International Standard;

36. | d) documents, including records, determined by the organization to be necessary to ensure the
effective planning, operation, and control of its processes;

37. | e) other documentation specified by applicable regulatory requirements.

38. | 4.2.2 Quality Manual

39. | The organization shall document a quality manual that includes:

40. | a) the scope of the quality management system, including details of and justification for any
exclusion or non-application;

41. | b) the documented procedures for the quality management system, or reference to them;

42. | c) adescription of the interaction between the processes of the quality management system.

43. | The quality manual shall outline the structure of the documentation used in the quality

ETI Group © 2024

Tab 5-3

Page 3




ISO 13485:2016 Assessment Tool

#
ISO 13485:2016 Requirement Doc Rvw RESULTS

44. | 4.2.3 Medical device file

45. | For each medical device type or medical device family, the organization shall establish and
maintain one or more files either containing or referencing documents generated to demonstrate
conformity to the requirement of this International Standard and compliance with applicable
regulatory requirements.

46. | The content of the file(s) shall include, but is not limited to:

47. | a) general description of the medical device, intended use/purpose, and labelling, including any

instructions for use;

48. | b) specifications for product;

49. | ¢) specifications or procedures for manufacturing, packaging, storage, handling and distribution;

50. | d) procedures for measuring and monitoring;

51. | e) as appropriate, requirements for installation;

52. | f) as appropriate, procedures for servicing.

53. | 4.2.4 Control of documents

54. | Documents required by the quality management system shall be controlled.

55. | Records are a special type of document and shall be controlled according to the requirements
givenin 4.2.5.

56. | A documented procedure shall define the controls needed to:

57. | a) review and approve documents for adequacy prior to issue;

58. | b) review, update as necessary and re-approve documents;
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59. | c) ensure that the current revision status of and changes to documents are identified;

60. | d) ensure that relevant versions of applicable documents are available at points of use;

61. | e) ensure that documents remain legible and readily identifiable;

62. | f) ensure that documents of external origin, determined by the organization to be necessary for
the planning and operation of the quality management system, are identified and their
distribution controlled;

63. | g) prevent deterioration or loss of documents;

64. | h) prevent the unintended use of obsolete documents and apply suitable identification to them.

65. | The organization shall ensure that changes to documents are reviewed and approved either by
the original approving function or another designated function that has access to pertinent
background information upon which to base its decisions.

66. | The organization shall define the period for which at least one copy of obsolete documents shall
be retained.

67. | This period shall ensure that documents to which medical devices have been manufactured and
tested are available for at least the lifetime of the medical device as defined by the organization,
but not less than the retention period of any resulting record (see 4.2.5), or as specified by
applicable regulatory requirements.

68. | 4.2.5 Control of records:

69. | Records shall be maintained to provide evidence of conformity to requirements and of the
effective operation of the quality management system.

70. | The organization shall document procedures to define the controls needed for the identification,
storage, security and integrity, retrieval, retention time and disposition of records.

71. | The organization shall define and implement methods for protecting confidential health
information contained in records in accordance with the applicable regulatory requirements.

72. | Records shall remain legible, readily identifiable and retrievable.
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73. | Changes to a record shall remain identifiable.

74. | The organization shall retain the records for at least the lifetime of the medical device as defined
by the organization, or as specified by applicable regulatory requirements, but not less than two
years from the medical device release by the organization.

75. | 5 Management Responsibility

76. | 5.1 Management commitment

77. | Top management shall provide evidence of its commitment to the development and
implementation of the quality management system and maintenance of its effectiveness by:

78. | a) communicating to the organization the importance of meeting customer as well as applicable

regulatory requirements;

79. | b) establishing the quality policy;

80. | c) ensuring that quality objectives are established;

81. | d) conducting management reviews;

82. | e) ensuring the availability of resources.

83. | 5.2 Customer focus

84. | Top management shall ensure that customer requirements and applicable regulatory
requirements are determined and met.

85. | 5.3 Quality policy

86. | Top management shall ensure that the quality policy:

87. | a) is applicable to the purpose of the organization;
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88. | b) includes a commitment to comply with requirements and to maintain the effectiveness of the
quality management system;

89. | c) provides a framework for establishing and reviewing quality objectives;

90. | d) is communicated and understood within the organization;

91. | e) is reviewed for continuing suitability.

92. | 5.4 Planning

93. | 5.4.1 Quality Objectives

94. | Top management shall ensure that quality objectives, including those needed to meet applicable

regulatory requirements and requirements for product, are established at relevant functions and
levels within the organization.

95. | The quality objectives shall be measurable and consistent with the quality policy.

96. | 5.4.2 Quality management system planning

97. | Top management shall ensure that:

98. | a) the planning of the quality management system is carried out in order to meet the
requirements given in 4.1, as well as the quality objectives;

99. | b) the integrity of the quality management system is maintained when changes to the quality
management system are planned and implemented.

100. | 5.5 Responsibility, authority and communication

101. | 5.5.1 Responsibility and authority:

102. | Top management shall ensure that responsibilities and authorities are defined, documented and
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103. | Top management shall document the interrelation of all personnel who manage, perform and
verify work affecting quality and shall ensure the independence and authority necessary to
perform these tasks.

104. | 5.5.2 Management representative:

105. | Top management shall appoint a member of management who, irrespective of other
responsibilities, has responsibility and authority that includes:

106. | a) ensuring that processes needed for the quality management system are documented;

107. | b) reporting to top management on the effectiveness of the quality management system and any

need for improvement;
108. | ¢) ensuring the promotion of awareness of applicable regulatory requirements and quality
management system requirements throughout the organization.

109. | 5.5.3 Internal communication -

110. | Top management shall ensure that appropriate communication processes are established within
the organization

111. | and that communication takes place regarding the effectiveness of the quality management
system.

112. | 5.6 Management review

113. | 5.6.1 General

114. | The organization shall document procedures for management review.

115. | Top management shall review the organization’s quality management system at documented
planned intervals to ensure its continuing suitability, adequacy and effectiveness.

116. | The review shall include assessing opportunities for improvement and the need for changes to
the quality management system, including the quality policy and quality objectives.

117. | Records from management reviews shall be maintained (see 4.2.5).
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118. | 5.6.2 Review input
119. | The input to management review shall include, but is not limited to, information arising from:
120. | a) feedback;
121. | b) complaint handling;
122. | ¢) reporting to regulatory authorities;
123. | d) audits;
124. | e) monitoring and measurement of processes;
125. | f) monitoring and measurement of product;
126. | g) corrective action;
127. | h) preventive action;
128. | i) follow-up actions from previous management reviews;
129. | j) changes that could affect the quality management system;
130. | k) recommendations for improvement;
131. | 1) applicable new or revised regulatory requirements.
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132. | 5.6.3 Review output:

133. | The output from management review shall be recorded (see 4.2.5) and include the input
reviewed and any decisions and actions related to:

134. | a) improvement needed to maintain the suitability, adequacy, and effectiveness of the quality

management system and its processes;

135. | b) improvement of product related to customer requirements;

136. | ¢) changes needed to respond to applicable new or revised regulatory requirements;

137. | d) resource needs.

138. | 6 Resource Management

139. | 6.1 Provision of resources:

140. | The organization shall determine and provide the resources needed to:

141. | a) implement the quality management system and to maintain its effectiveness;

142. | b) meet applicable regulatory and customer requirements.

143. | 6.2 Human resources

144. | Personnel performing work affecting product quality shall be competent on the basis of
appropriate education, training, skills and experience.

145. | The organization shall document the process(es) for establishing competence, providing needed
training, and ensuring awareness of personnel.

146. | The organization shall:
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147. | a) determine the necessary competence for personnel performing work affecting product quality;

148. | b) provide training or take other actions to achieve or maintain the necessary competence;

149. | ¢) evaluate the effectiveness of the actions taken;

150. | d) ensure that its personnel are aware of the relevance and importance of their activities and

how they contribute to the achievement of the quality objectives;

151. | e) maintain appropriate records of education, training, skills and experience (see 4.2.5).

152. | NOTE The methodology used to check effectiveness is proportionate to the risk associated with
the work for which the training or other action is being provided.

153. | 6.3 Infrastructure

154. | The organization shall document the requirements for the infrastructure needed to achieve
conformity to product requirements, prevent product mix-up and ensure orderly handling of
product.

155. | Infrastructure includes, as appropriate:

156. | a) buildings, workspace and associated utilities;

157. | b) process equipment (both hardware and software);

158. | ¢) supporting services (such as transport, communication, or information systems).

159. | The organization shall document requirements for the maintenance activities, including the
interval of performing the maintenance activities, when such maintenance activities, or lack
thereof, can affect product quality.

160. | As appropriate, the requirements shall apply to equipment used in production, the control of the
work environment and monitoring and measurement.

161. | Records of such maintenance shall be maintained (see 4.2.5).
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162. | 6.4 Work environment and contamination control

163. | 6.4.1 Work environment

164. | The organization shall document the requirements for the work environment needed to achieve
conformity to product requirements.

165. | If the conditions for the work environment can have an adverse effect on product quality, the
organization shall document the requirements for the work environment and the procedures to
monitor and control the work environment.

166. | The organization shall:

167. | a) document requirements for health, cleanliness and clothing of personnel if contact between
such personnel and the product or work environment could affect medical device safety or
performance;

168. | b) ensure that all personnel who are required to work temporarily under special environmental
conditions within the work environment are competent or supervised by a competent person.

169. | NOTE Further information can be found in ISO 14644 and ISO 14698.

170. | 6.4.2 Contamination control

171. | As appropriate, the organization shall plan and document arrangements for the control of
contaminated or potentially contaminated product in order to prevent contamination of the work
environment, personnel, or product.

172. | For sterile medical devices, the organization shall document requirements for control of
contamination with microorganisms or particulate matter and maintain the required cleanliness
during assembly or packaging processes.

173. | 7 Product Realization

174. | 7.1 Planning of product realization,

175. | The organization shall plan and develop the processes needed for product realization.
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176. | Planning of product realization shall be consistent with the requirements of the other processes of

the quality management system.

177. | The organization shall document one or more processes for risk management in product

realization.

178. | Records of risk management activities shall be maintained (see 4.2.5).

179. | In planning product realization, the organization shall determine the following, as appropriate:

180. | a) quality objectives and requirements for the product;

181. | b) the need to establish processes and documents (see 4.2.4) and to provide resources specific
to the product, including infrastructure and work environment;

182. | ¢) required verification, validation, monitoring, measurement, inspection and test, handling,
storage, distribution and traceability activities specific to the product together with the criteria
for product acceptance;

183. | d) records needed to provide evidence that the realization processes and resulting product meet
requirements (see 4.2.5).

184. | The output of this planning shall be documented in a form suitable for the organization’s method

of operations.

185. | NOTE Further information can be found in ISO 14971.

186. | 7.2 Customer-related processes

187. | 7.2.1 Determination of requirements related to product

188. | The organization shall determine:

189. | a) requirements specified by the customer, including the requirements for delivery and post-
delivery activities;

190. | b) requirements not stated by the customer but necessary for specified or intended use, as
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191. | ¢) applicable regulatory requirements related to the product;

192. | d) any user training needed to ensure specified performance and safe use of the medical

device;

193. | e) any additional requirements determined by the organization.

194. | 7.2.2 Review of requirements related to product

195. | The organization shall review the requirements related to product.

196. | This review shall be conducted prior to the organization’s commitment to supply product to the
customer (e.g. submission of tenders, acceptance of contracts or orders, acceptance of changes
to contracts or orders)

197. | and shall ensure that:

198. | a) product requirements are defined and documented;

199. | b) contract or order requirements differing from those previously expressed are resolved;

200. | c) applicable regulatory requirements are met;

201. | d) any user training identified in accordance with 7.2.1 is available or planned to be available;

202. | e) the organization has the ability to meet the defined requirements.

203. | Records of the results of the review and actions arising from the review shall be maintained (see
4.2.5).

204. | When the customer provides no documented statement of requirement, the customer
requirements shall be confirmed by the organization before acceptance.

205. | When product requirements are changed, the organization shall ensure that relevant documents
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206. | 7.2.3 Communication

207. | The organization shall plan and document arrangements for communicating with customers in
relation to:

208. | a) product information;

209. | b) enquiries, contracts or order handling, including amendments;

210. | c) customer feedback, including complaints;

211. | d) advisory notices.

212. | The organization shall communicate with regulatory authorities in accordance with applicable
regulatory requirements.

213. | 7.3 Design and development

214. | 7.3.1 General

215. | The organization shall document procedures for design and development.

216. | 7.3.2 Design and development planning

217. | The organization shall plan and control the design and development of product.

218. | As appropriate, design and development planning documents shall be maintained and updated
as the design and development progresses.

219. | During design and development planning, the organization shall document:

220. | a) the design and development stages;
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221.| b) the review(s) needed at each design and development stage;

222. | c) the verification, validation, and design transfer activities that are appropriate at each design
and development stage;

223. | d) the responsibilities and authorities for design and development;

224. | e) the methods to ensure traceability of design and development outputs to design and
development inputs;

225. | ) the resources needed, including necessary competence of personnel.

226. | 7.3.3 Design and development inputs

227. | Inputs relating to product requirements shall be determined and records maintained (see 4.2.5).

228. | These inputs shall include:

229. | a) functional, performance, usability and safety requirements, according to the intended use;

230. | b) applicable regulatory requirements and standards;

231.| c) applicable output(s) of risk management;

232. | d) as appropriate, information derived from previous similar designs;

233. | e) other requirements essential for design and development of the product and processes.

234. | These inputs shall be reviewed for adequacy and approved.

235. | Requirements shall be complete, unambiguous, able to be verified or validated, and not in conflict
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236. | NOTE Further information can be found in IEC 62366-1.

237. | 7.3.4 Design and development outputs

238. | Design and development outputs shall:

239. | a) meet the input requirements for design and development;

240. | b) provide appropriate information for purchasing, production and service provision;

241.| c) contain or reference product acceptance criteria;

242. | d) specify the characteristics of the product that are essential for its safe and proper use.

243. | The outputs of design and development shall be in a form suitable for verification against the
design and development inputs and shall be approved prior to release.

244. | Records of the design and development outputs shall be maintained (see 4.2.5).

245. | 7.3.5 Design and development review

246. | At suitable stages, systematic reviews of design and development shall be performed in
accordance with planned and documented arrangements to:

247. | a) evaluate the ability of the results of design and development to meet requirements;

248. | b) identify and propose necessary actions.

249. | Participants in such reviews shall include representatives of functions concerned with the design
and development stage being reviewed, as well as other specialist personnel.

250. | Records of the results of the reviews and any necessary actions shall be maintained and include
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251. | 7.3.6 Design and development verification

252. | Design and development verification shall be performed in accordance with planned and
documented arrangements to ensure that the design and development outputs have met the
design and development input requirements.

253. | The organization shall document verification plans that include methods, acceptance criteria and,
as appropriate, statistical techniques with rationale for sample size.

254. | If the intended use requires that the medical device be connected to, or have an interface with,
other medical device(s), verification shall include confirmation that the design outputs meet
design inputs when so connected or interfaced.

255. | Records of the results and conclusions of the verification and necessary actions shall be
maintained (see 4.2.4 and 4.2.5).

256. | 7.3.7 Design and development validation

257. | Design and development validation shall be performed in accordance with planned and
documented arrangements to ensure that the resulting product is capable of meeting the
requirements for the specified application or intended use.

258. | The organization shall document validation plans that include methods, acceptance criteria and,
as appropriate, statistical techniques with rationale for sample size.

259. | Design validation shall be conducted on representative product. Representative product includes
initial production units, batches or their equivalents. The rationale for the choice of product used
for validation shall be recorded (see 4.2.5).

260. | As part of design and development validation, the organization shall perform clinical evaluations
or performance evaluations of the medical device in accordance with applicable regulatory
requirements. A medical device used for clinical evaluation or performance evaluation is not
considered to be released for use to the customer.

261. | If the intended use requires that the medical device be connected to, or have an interface with,
other medical device(s), validation shall include confirmation that the requirements for the
specified application or intended use have been met when so connected or interfaced.

262. | Validation shall be completed prior to release for use of the product to the customer.

263. | Records of the results and conclusion of validation and necessary actions shall be maintained
(seed4.24 and 4.2.5).
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264. | 7.3.8 Design and development transfer

265. | The organization shall document procedures for transfer of design and development outputs to
manufacturing.

266. | These procedures shall ensure that design and development outputs are verified as suitable for
manufacturing before becoming final production specifications and that production capability can
meet product requirements.

267. | Results and conclusions of the transfer shall be recorded (see 4.2.5).

268. | 7.3.9 Control of design and development changes

269. | The organization shall document procedures to control design and development changes.

270. | The organization shall determine the significance of the change to function, performance,
usability, safety and applicable regulatory requirements for the medical device and its intended
use.

271. | Design and development changes shall be identified.

272. | Before implementation, the changes shall be:

273. | ¢) reviewed;

274. | d) verified;

275. | e) validated, as appropriate;

276. | f) approved.

277. | The review of design and development changes shall include evaluation of the effect of the
changes on constituent parts and product in process or already delivered, inputs or outputs of
risk management and product realization processes.
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278. | Records of changes, their review and any necessary actions shall be maintained (see 4.2.5).

279. | 7.3.10 Design and development files

280. | The organization shall maintain a design and development file for each medical device type or
medical device family.

281. | This file shall include or reference records generated to demonstrate conformity to the
requirements for design and development and records for design and development changes.

282. | 7.4 Purchasing

283. | 7.4.1 Purchasing process

284. | The organization shall document procedures (see 4.2.4) to ensure that purchased product
conforms to specified purchasing information.

285. | The organization shall establish criteria for the evaluation and selection of suppliers. The criteria
shall be:

286. | a) based on the supplier's ability to provide product that meets the organization’s requirements;

287. | b) based on the performance of the supplier;

288. | c¢) based on the effect of the purchased product on the quality of the medical device;

289. | d) proportionate to the risk associated with the medical device.

290. | The organization shall plan the monitoring and re-evaluation of suppliers.

291. | Supplier performance in meeting requirements for the purchased product shall be monitored.

292. | The results of the monitoring shall provide an input into the supplier re-evaluation process.
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293. | Non-fulfilment of purchasing requirements shall be addressed with the supplier proportionate to
the risk associated with the purchased product and compliance with applicable regulatory
requirements.

294. | Records of the results of evaluation, selection, monitoring and re-evaluation of supplier capability
or performance and any necessary actions arising from these activities shall be maintained (see
4.2.5).

295. | 7.4.2 Purchasing information

296. | Purchasing information shall describe or reference the product to be purchased, including as
appropriate:

297. | a) product specifications;

298. | b) requirements for product acceptance, procedures, processes and equipment;

299. | ¢) requirements for qualification of supplier personnel;

300. | d) quality management system requirements.

301. | The organization shall ensure the adequacy of specified purchasing requirements prior to their
communication to the supplier.

302. | Purchasing information shall include, as applicable, a written agreement that the supplier notify
the organization of changes in the purchased product prior to implementation of any changes that
affect the ability of the purchased product to meet specified purchase requirements.

303. | To the extent required for traceability given in 7.5.9, the organization shall maintain relevant
purchasing information in the form of documents (see 4.2.4) and records (see 4.2.5).

304. | 7.4.3 Verification of purchased product

305. | The organization shall establish and implement the inspection or other activities necessary for
ensuring that purchased product meets specified purchasing requirements.

306. | The extent of verification activities shall be based on the supplier evaluation results and
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307. | When the organization becomes aware of any changes to the purchased product, the
organization shall determine whether these changes affect the product realization process or the
medical device.

308. | When the organization or its customer intends to perform verification at the supplier's premises,
the organization shall state the intended verification activities and method of product release in
the purchasing information.

309. | Records of the verification shall be maintained (see 4.2.5).

310. | 7.5 Production and service provision

311. | 7.5.1 Control of production and service provision

312. | Production and service provision shall be planned, carried out, monitored and controlled to
ensure that product conforms to specification.

313. | As appropriate, production controls shall include but are not limited to:

314. | a) documentation of procedures and methods for the control of production (see 4.2.4);

315. | b) qualification of infrastructure;

316. | ¢) implementation of monitoring and measurement of process parameters and product

characteristics;

317. | d) availability and use of monitoring and measuring equipment;

318. | e) implementation of defined operations for labelling and packaging;

319. | f) implementation of product release, delivery and post-delivery activities.

320. | The organization shall establish and maintain a record (see 4.2.5) for each medical device or
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321. | The record shall be verified and approved.

322. | 7.5.2 Cleanliness of product

323. | The organization shall document requirements for cleanliness of product or contamination control
of product if:

324. | a) productis cleaned by the organization prior to sterilization or its use;

325. | b) product is supplied non-sterile and is to be subjected to a cleaning process prior to

sterilization or its use;

326. | c) product cannot be cleaned prior to sterilization or its use, and its cleanliness is of significance

in use;

327. | d) productis supplied to be used non-sterile, and its cleanliness is of significance in use;

328. | e) process agents are to be removed from product during manufacture.

329. | If product is cleaned in accordance with a) or b) above, the requirements contained in 6.4.1 do
not apply prior to the cleaning process.

330. | 7.5.3 Installation activities

331. | The organization shall document requirements for medical device installation and acceptance
criteria for verification of installation, as appropriate.

332. | If the agreed customer requirements allow installation of the medical device to be performed by
an external party other than the organization or its supplier, the organization shall provide
documented requirements for medical device installation and verification of installation.

333. | Records of medical device installation and verification of installation performed by the
organization or its supplier shall be maintained (see 4.2.5).

334. | 7.5.4 Servicing activities

335. | If servicing of the medical device is a specified requirement, the organization shall document
servicing procedures, reference materials, and reference measurements, as necessary, for
performing servicing activities and verifying that product requirements are met.
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336. | The organization shall analyse records of servicing activities carried out by the organization or its
supplier:

337. | a) to determine if the information is to be handled as a complaint;

338. | b) as appropriate, for input to the improvement process.

339. | Records of servicing activities carried out by the organization or its supplier shall be maintained
(see 4.2.5).

340. | 7.5.5 Particular requirements for sterile medical devices

341. | The organization shall maintain records of the sterilization process parameters used for each
sterilization batch (see 4.2.5).

342. | Sterilization records shall be traceable to each production batch of medical devices.

343. | 7.5.6 Validation of processes for production and service provision

344. | The organization shall validate any processes for production and service provision where the
resulting output cannot be or is not verified by subsequent monitoring or measurement and, as a
consequence, deficiencies become apparent only after the product is in use or the service has
been delivered.

345. | Validation shall demonstrate the ability of these processes to achieve planned results
consistently.

346. | The organization shall document procedures for validation of processes, including:

347. | a) defined criteria for review and approval of the processes;

348. | b) equipment qualification and qualification of personnel;

349. | c) use of specific methods, procedures and acceptance criteria;

350. | d) as appropriate, statistical techniques with rationale for sample sizes;

ETI Group © 2024 Tab 5-3 Page 24




ISO 13485:2016 Assessment Tool

requirements throughout product realization.

#
ISO 13485:2016 Requirement Doc Rvw RESULTS

351. | e) requirements for records (see 4.2.5);

352. | f) revalidation, including criteria for revalidation;

353. | g) approval of changes to the processes.

354. | The organization shall document procedures for the validation of the application of computer
software used in production and service provision.

355. | Such software applications shall be validated prior to initial use and, as appropriate, after
changes to such software or its application.

356. | The specific approach and activities associated with software validation and revalidation shall be
proportionate to the risk associated with the use of the software, including the effect on the ability
of the product to conform to specifications.

357. | Records of the results and conclusion of validation and necessary actions from the validation
shall be maintained (see 4.2.4 and 4.2.5).

358. | 7.5.7 Particular requirements for validation of processes for sterilization and sterile barrier
systems

359. | The organization shall document procedures (see 4.2.4) for the validation of processes for
sterilization and sterile barrier systems.

360. | Processes for sterilization and sterile barrier systems shall be validated prior to implementation
and following product or process changes, as appropriate.

361. | Records of the results and, conclusion of validation and necessary actions from the validation
shall be maintained (see 4.2.4 and 4.2.5).

362. | NOTE Further information can be found in ISO 11607-1 and ISO 11607-2.

363. | 7.5.8 Identification

364. | The organization shall document procedures for product identification and identify product by
suitable means throughout product realization.

365. | The organization shall identify product status with respect to monitoring and measurement
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366. | Identification of product status shall be maintained throughout production, storage, installation
and servicing of product to ensure that only product that has passed the required inspections and
tests or released under an authorized concession is dispatched, used or installed.

367. | If required by applicable regulatory requirements, the organization shall document a system to
assign unique device identification to the medical device.

368. | The organization shall document procedures to ensure that medical devices returned to the
organization are identified and distinguished from conforming product.

369. | 7.5.9 Traceability

370. | 7.5.9.1 General

371. | The organization shall document procedures for traceability.

372. | These procedures shall define the extent of traceability in accordance with applicable regulatory
requirements

373. | and the records to be maintained (see 4.2.5).

374. | 7.5.9.2 Particular requirements for implantable medical devices

375. | The records required for traceability shall include records of components, materials, and
conditions for the work environment used, if these could cause the medical device not to satisfy
its specified safety and performance requirements.

376. | The organization shall require that suppliers of distribution services or distributors maintain
records of the distribution of medical devices to allow traceability

377. | and that these records are available for inspection.

378. | Records of the name and address of the shipping package consignee shall be maintained (see
4.2.5).

379. | 7.5.10 Customer property

380. | The organization shall identify, verify, protect, and safeguard customer property provided for use
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381. | Ifany customer property is lost, damaged or otherwise found to be unsuitable for use, the
organization shall report this to the customer and maintain records (see 4.2.5).

382. | 7.5.11 Preservation of product

383. | The organization shall document procedures for preserving the conformity of product to
requirements during processing, storage, handling, and distribution.

384. | Preservation shall apply to the constituent parts of a medical device.

385. | The organization shall protect product from alteration, contamination or damage when exposed to
expected conditions and hazards during processing, storage, handling, and distribution by:

386. | a) designing and constructing suitable packaging and shipping containers;

387. | b) documenting requirements for special conditions needed if packaging alone cannot provide

preservation.

388. | If special conditions are required, they shall be controlled and recorded (see 4.2.5).

389. | 7.6 Control of monitoring and measuring equipment

390. | The organization shall determine the monitoring and measurement to be undertaken and the
monitoring and measuring equipment needed to provide evidence of conformity of product to
determined requirements.

391. | The organization shall document procedures to ensure that monitoring and measurement can be
carried out and are carried out in a manner that is consistent with the monitoring and
measurement requirements.

392. | As necessary to ensure valid results, measuring equipment shall:

393. | a) be calibrated or verified, or both, at specified intervals, or prior to use, against measurement

standards traceable to international or national measurement standards:

394. when no such standards exist, the basis used for calibration or verification shall be recorded
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395. | b) be adjusted or re-adjusted as necessary: such adjustments or re-adjustments shall be

recorded (see 4.2.5);

396. | c) have identification in order to determine its calibration status;

397. | d) be safeguarded from adjustments that would invalidate the measurement resullt;

398. | e) be protected from damage and deterioration during handling, maintenance and storage.

399. | The organization shall perform calibration or verification in accordance with documented
procedures.

400. | In addition, the organization shall assess and record the validity of the previous measuring results
when the equipment is found not to conform to requirements.

401. | The organization shall take appropriate action in regard to the equipment and any product
affected.

402. | Records of the results of calibration and verification shall be maintained (see 4.2.5).

403. | The organization shall document procedures for the validation of the application of computer
software used for the monitoring and measurement of requirements.

404. | Such software applications shall be validated prior to initial use and, as appropriate, after
changes to such software or its application.

405. | The specific approach and activities associated with software validation and revalidation shall be
proportionate to the risk associated with the use of the software, including the effect on the ability
of the product to conform to specifications.

406. | Records of the results and conclusion of validation and necessary actions from the validation
shall be maintained (see 4.2.4 and 4.2.5).

407. | NOTE Further information can be found in ISO 10012.
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408. | 8 Measurement, Analysis and Improvement

409. | 8.1 General

410. | The organization shall plan and implement the monitoring, measurement, analysis and
improvement processes needed to:

411.| a) demonstrate conformity of product;

412. | b) ensure conformity of the quality management system;

413. | ¢) maintain the effectiveness of the quality management system.

414. | This shall include determination of appropriate methods, including statistical techniques, and the
extent of their use.

415. | 8.2 Monitoring and measurement

416. | 8.2.1 Feedback

417. | As one of the measurements of the effectiveness of the quality management system, the
organization shall gather and monitor information relating to whether the organization has met
customer requirements.

418. | The methods for obtaining and using this information shall be documented.

419. | The organization shall document procedures for the feedback process.

420. | This feedback process shall include provisions to gather data from production as well as post-
production activities.

421. | The information gathered in the feedback process shall serve as potential input into risk
management for monitoring and maintaining the product requirements as well as the product
realization or improvement processes.

422. | If applicable regulatory requirements require the organization to gain specific experience from
postproduction activities, the review of this experience shall form part of the feedback process.
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423. | 8.2.2 Complaint handling

424. | The organization shall document procedures for timely complaint handling in accordance with
applicable regulatory requirements.

425. | These procedures shall include at a minimum requirements and responsibilities for:

426. | a) receiving and recording information;

427.| b) evaluating information to determine if the feedback constitutes a complaint;

428. | c¢) investigating complaints;

429. | d) determining the need to report the information to the appropriate regulatory authorities;

430. | e) handling of complaint-related product;

431.| f) determining the need to initiate corrections or corrective actions.

432. | If any complaint is not investigated, justification shall be documented.

433. | Any correction or corrective action resulting from the complaint handling process shall be
documented.

434. | If an investigation determines activities outside the organization contributed to the complaint,
relevant information shall be exchanged between the organization and the external party
involved.

435. | Complaint handling records shall be maintained (see 4.2.5).

436. | 8.2.3 Reporting to regulatory authorities

437. | If applicable regulatory requirements require notification of complaints that meet specified
reporting criteria of adverse events or issuance of advisory notices, the organization shall
document procedures for providing notification to the appropriate regulatory authorities.
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438. | Records of reporting to regulatory authorities shall be maintained (see 4.2.5).

439. | 8.2.4 Internal audit

440. | The organization shall conduct internal audits at planned intervals to determine whether the
quality management system:

441.| a) conforms to planned and documented arrangements, requirements of this International

Standard, quality management system requirements established by the organization, and
applicable regulatory requirements;

442. | b) is effectively implemented and maintained.

443. | The organization shall document a procedure to describe the responsibilities and requirements
for planning and conducting audits and recording and reporting audit results.

444. | An audit program shall be planned, taking into consideration the status and importance of the
processes and area to be audited, as well as the results of previous audits.

445. | The audit criteria, scope, interval and methods shall be defined and recorded (see 4.2.5).

446. | The selection of auditors and conduct of audits shall ensure objectivity and impartiality of the
audit process.

447. | Auditors shall not audit their own work.

448. | Records of the audits and their results, including identification of the processes and areas audited
and the conclusions, shall be maintained (see 4.2.5).

449. | The management responsible for the area being audited shall ensure that any necessary
corrections and corrective actions are taken without undue delay to eliminate detected
nonconformities and their causes.

450. | Follow-up activities shall include the verification of the actions taken and the reporting of
verification results.

451. | NOTE Further information can be found in ISO 19011.
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452. | 8.2.5 Monitoring and measurement of processes

453. | The organization shall apply suitable methods for monitoring and, as appropriate, measurement
of the quality management system processes.

454. | These methods shall demonstrate the ability of the processes to achieve planned results.

455. | When planned results are not achieved, correction and corrective action shall be taken, as
appropriate.

456. | 8.2.6 Monitoring and measurement of product

457. | The organization shall monitor and measure the characteristics of the product to verify that
product requirements have been met.

458. | This shall be carried out at applicable stages of the product realization process in accordance
with the planned and documented arrangements and documented procedures.

459. | Evidence of conformity to the acceptance criteria shall be maintained.

460. | The identity of the person authorizing release of product shall be recorded (see 4.2.5).

461. | As appropriate, records shall identify the test equipment used to perform measurement activities.

462. | Product release and service delivery shall not proceed until the planned and documented
arrangements have been satisfactorily completed.

463. | For implantable medical devices, the organization shall record the identity of personnel
performing any inspection or testing.

464. | 8.3 Control of nonconforming product

465. | 8.3.1 General

466. | The organization shall ensure that product which does not conform to product requirements is
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467. | The organization shall document a procedure to define the controls and related responsibilities
and authorities for the identification, documentation, segregation, evaluation and disposition of
nonconforming product.

468. | The evaluation of nonconformity shall include a determination of the need for an investigation and
notification of any external party responsible for the nonconformity.

469. | Records of the nature of the nonconformities and any subsequent action taken, including the
evaluation, any investigation and the rationale for decisions shall be maintained (see 4.2.5).

470. | 8.3.2 Actions in response to nonconforming product detected before delivery

471. | The organization shall deal with nonconforming product by one or more of the following ways:

472. | a) taking action to eliminate the detected nonconformity;

473. | b) taking action to preclude its original intended use or application;

474.| c¢) authorizing its use, release or acceptance under concession.

475. | The organization shall ensure that nonconforming product is accepted by concession only if the
justification is provided, approval is obtained and applicable regulatory requirements are met.

476. | Records of the acceptance by concession and the identity of the person authorizing the
concession shall be maintained (see 4.2.5).

477. | 8.3.3 Actions in response to nonconforming product detected after delivery

478. | When nonconforming product is detected after delivery or use has started, the organization shall
take action appropriate to the effects, or potential effects, of the nonconformity.

479. | Records of actions taken shall be maintained (see 4.2.5).

480. | The organization shall document procedures for issuing advisory notices in accordance with
applicable regulatory requirements.

481. | These procedures shall be capable of being put into effect at any time.
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482. | Records of actions relating to the issuance of advisory notices shall be maintained (see 4.2.5).

483. | 8.3.4 Rework

484. | The organization shall perform rework in accordance with documented procedures that takes into
account the potential adverse effect of the rework on the product.

485. | These procedures shall undergo the same review and approval as the original procedure.

486. | After the completion of rework, product shall be verified to ensure that it meets applicable
acceptance criteria and regulatory requirements.

487. | Records of rework shall be maintained (see 4.2.5).

488. | 8.4 Analysis of data

489. | The organization shall document procedures to determine, collect and analyze appropriate data
to demonstrate the suitability, adequacy and effectiveness of the quality management system.

490. | The procedures shall include determination of appropriate methods, including statistical
techniques and the extent of their use.

491. | The analysis of data shall include data generated as a result of monitoring and measurement and
from other relevant sources and include, at a minimum, input from:

492. | a) feedback;

493. | b) conformity to product requirements;

494. | c) characteristics and trends of processes and product, including opportunities for improvement;

495. | d) suppliers;

496. | e) audits;
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497. | f) service reports, as appropriate.

498. | If the analysis of data shows that the quality management system is not suitable, adequate or
effective, the organization shall use this analysis as input for improvement as required in 8.5.

499. | Records of the results of analyses shall be maintained (see 4.2.5).

500. | 8.5 Improvement

501. | 8.5.1 General

502. | The organization shall identify and implement any changes necessary to ensure and maintain the
continued suitability, adequacy and effectiveness of the quality management system as well as
medical device safety and performance through the use of the quality policy, quality objectives,
audit results, post-market surveillance, analysis of data, corrective actions, preventive actions
and management review.

503. | 8.5.2 Corrective action

504. | The organization shall take action to eliminate the cause of nonconformities in order to prevent
recurrence.

505. | Any necessary corrective actions shall be taken without undue delay.

506. | Corrective actions shall be proportionate to the effects of the nonconformities encountered.

507. | The organization shall document a procedure to define requirements for:

508. | a) reviewing nonconformities (including complaints);

509. | b) determining the causes of nonconformities;

510. | c) evaluating the need for action to ensure that nonconformities do not recur;
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511. | d) planning and documenting action needed and implementing such action, including, as
appropriate, updating documentation;

512. | e) verifying that the corrective action does not adversely affect the ability to meet applicable
regulatory requirements or the safety and performance of the medical device;

513. | f) reviewing the effectiveness of corrective action taken.

514. | Records of the results of any investigation and of action taken shall be maintained (see 4.2.5).

515. | 8.5.3 Preventive action

516. | The organization shall determine action to eliminate the causes of potential nonconformities in

order to prevent their occurrence.

517. | Preventive actions shall be proportionate to the effects of the potential problems.

518. | The organization shall document a procedure to describe requirements for:

519. | a) determining potential nonconformities and their causes;

520. | b) evaluating the need for action to prevent occurrence of nonconformities;

521. | ¢) planning and documenting action needed and implementing such action, including, as
appropriate, updating documentation;

522. | d) verifying that the action does not adversely affect the ability to meet applicable regulatory
requirements or the safety and performance of the medical device;

523. | e) reviewing the effectiveness of the preventive action taken, as appropriate.

524. | Records of the results of any investigations and of action taken shall be maintained (see 4.2.5).
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