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Assessment System (CMDCAS), 196

Canadian Medical Device License (MDL), 
194

CAN/CSA-ISO 13485:16. See Canada
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294

Center for Veterinary Medicine (CVM), 344
Centers for Medicare and Medicaid Services 

(CMS), 6, 50
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AdvaMed code of ethics in, 249
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clinical investigation requirements, 191, 207
companion diagnostic device regulation, 167
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device testing requirements, 153
GMP inspection requirement, 197
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patent term extensions, 332
postmarketing regulatory requirements, 293
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regulatory alignment in, 342
trademark registration in, 323
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monitoring changes in, 185
premarket notification (510(k)) process and, 
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Clinical and Laboratory Standards Institute 
(CLSI)
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laboratory consensus standards by, 220

clinical claims, 150–151
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core development team (CDT), 31–32
customer requirements and, 153–154
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investigational reimbursement, 154
marketing/clinical claims, 150
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prioritization in, 151
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multiregional trials, 207–208
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combination products, 171–182
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GMPs for, 179–180
Good Manufacturing Practices (GMPs) for, 

179–180
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premarket review of, 178
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US labeling strategies for, 176–178
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US regulatory jurisdiction over, 172–174
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commercial product launches, 1–14
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postmarket reporting to, 300
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business development, 34
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cost-benefit analysis, 10
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cybersecurity, 361–372
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362–363
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risk management, 364
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design control
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ISO 13485 requirements, 24
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in manufacturing process, 130
market authorization requirements, 16
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325–326
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classification of devices
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global environment requirements, 98
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Phase 5: product maintenance, 27–29
phases of, 25–26t
product security program during, 362–363
protected components of design, 327–328
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350
electronic health record (EHS) systems, 93
electronic medical record (EMR) system, 336
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292, 340
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market authorization requirements, 16
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316

regulatory alignment in, 342
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software regulation in, 340
stability testing requirements, 145
stem cell technology regulation, 311–313
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facility certification/inspections

animal care and research, 142
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146
Good Clinical Practice (GCP) for cell 

materials, 314
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300
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Food and Drug Administration (FDA). See 

US Food and Drug Administration
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direct-to-consumer (DTC) advertising in, 

253–254
health technology assessment (HTA) in, 11
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data requirements for, 187–188
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199–200
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190–198
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product development and data collection, 
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184–185
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regulatory regime maturity and, 198
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scope of, 183–184
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third-party perspective of, 205–216
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194–195
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regulatory risk addressed by, 57, 57t
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Good Clinical Practice (GCP)
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ISO 14155, 226
for stem cell technology regulation, 314
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certificate, 198
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FDA warning letters for, 138t
requirements for, 135–136
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Gosstandart. See GOST-R Certificate
GOST-R Certificate, 201–202
grandfathering provisions, 194, 211
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software-specific standards, 349
for stem cell technology regulation, 316
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Hazard and Operability Study (HAZOP), 
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See also Canada
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risk-based approach to software, 345
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quality management system (QMS) for, 234
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160–162
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IVD classification, 168
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medical technology sector priorities, 94
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risk-based regulatory model guidance, 222
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220
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clinical trial design, 179
combination products, 309–310
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process approach, 61–62
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FDA guidance for, 231
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global applicability, 70t, 97
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implementation of, 70, 71f
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67–68

software design history file (DHF), 349
software regulation, 340
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See also Good Clinical Practice (GCP)
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AAMI TIR 45, 348–349, 366f
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application to software, 341
in cybersecurity process, 365
human factor assessment in, 104
regulatory compliance demonstration, 222
risk management for devices, 95–98, 

224–225
software design history file (DHF), 349
validation in postmarket risk management, 

296
ISO 15223, symbols in labeling, 115–117, 

223, 226
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internal audits, 77
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direct-to-consumer (DTC) advertising in, 

254
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companion diagnostic device regulation, 167
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292



401

Global Medical Device Regulatory Strategy

IVD performance study requirements, 
163–164

MDSAP use by, 16, 106, 196–197, 206
patent term extensions, 331
postmarketing regulatory requirements, 293
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reagent stability studies, 163
as reference market, 191
regulatory alignment in, 342
stability testing requirements, 145
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L
labeling requirements, 111–126
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human factors engineering in, 118
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120–121
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for postmarket use control, 288
RFD and claims in, 177–178
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UDI-DI and, 343
US combination products, 176–178
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patent maximization of, 329–330
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postmarketing surveillance in, 296
risk management for, 95–96
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software processes, 225
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M
machine learning, 340
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Manufacturer and User Facility Device 
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cloud compliance strategy, 345
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ISO 13485 standards for, 127–128
IVD pitfalls for, 168
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nonconforming products, 129. See also 
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postmarketing regulatory strategy, 294
postmarketing risk management, 296–297
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quality management system (QMS) in, 

127–128
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security concerns about, 93
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Medical Imaging and Technology Alliance 
(MITA)
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Medicines and Medical Devices Safety 
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medical device vigilance system and, 291, 

294
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trade secret law in, 323

Mercado Común del Sur (MERCOSUR), 
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Ministry of Food and Drug Safety (MFDS): 
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Ministry of Health, Labour, and Welfare 

(MHLW). See Japan; Pharmaceutical and 
Medical Device Agency
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NEMA/ISO 12052, interoperability 
standard, 343–344

networks, 338, 344
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medical device regulation, 293
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339–340
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animal studies, 140–142, 142t, 143f, 
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biocompatibility, 139–141
Good Laboratory Practice (GLP) in, 

135–136
outsourcing, 145
risk management in, 136
stability testing requirements, 142, 145
in vitro diagnostics, 145

nonconforming product, 129. See also 
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CE marking and, 70
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facility certification audits by, 128
review of marketed devices by, 205–206
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obsolesce of device, 326
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court challenge to RFD, 177–178
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Office of Regulatory Affairs (ORA), 344
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off-label use, 339
off-the-shelf software, 341, 349
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original equipment manufacturer (OEM)., 

sourcing of, 31
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outsourcing

biocompatibility testing, 146
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ISO 13485 requirements, 66–67
nonclinical laboratory testing, 145–147
of sterilization processes, 127, 132–133
See also manufacturing processes
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Pan American Health Organization 
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Patent Cooperation Treaty (PCT), 323–324
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321–334
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copyrights, 322
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global portfolio of, 325
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patentability requirements, 324
PMOA support by, 329
protected components, 327–328
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scope of, 321–322
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trade secrets, 323
trademarks, 322

patient privacy protection, 337, 361
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case-based payment, 8
commercial product launches, 6
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for IVDs, 163–167
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radio frequency (RF) performance, 338–339, 

344
standards for, 229c
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personalized medicine, 159, 337
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Pharmaceutical and Medical Device Agency 

(PMDA)
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in US, 310–311
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(PIP)

Member State oversight in, 211
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postmarket clinical follow-up (PMCF)., 
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postmarketing surveillance, 289

postmarket surveillance reports (PMSR), 
300

postmarketing 15-day alert report, 180
postmarketing regulatory strategy, 287–304

changes after market release, 297–298
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294–295
cybersecurity management, 363, 368
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301–302
European Union (EU) requirements, 

292–293
IMDRF guidance documents on, 294
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risk management in, 295–296
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postmarketing 15-day alert report, 180
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process approach
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product security program, 362–363, 363f
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production and process control, 

manufacturing compliance for, 129
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180, 307–308, 310
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purchasing. See supply chain management, 129
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QSD letter, 197
quality management system (QMS), 59–92
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risk-based approach in, 66–67
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assembling the strategy, 55–56
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regulatory risk summary, 57t
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understand clinical application, 49–50
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coding for, 7–8
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payment methods, 8–9
premarket approval and, 5–6
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295–296
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93–110, 95t
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See also risk-based approach
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testing-based registration, 195
trademark registration in, 323

S
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Artificial Intelligence (AI), 233c, 340
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interoperability, 337, 343–344
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lifecycle of, 225
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open source software, 349
premarket cybersecurity requirements, 344
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start-up companies. See small companies
State Administration of Market Regulation 

(SAMR), 293
State Food and Drug Administration 

(SFDA), 271
Static Application Security Testing (SAST), 

367
stem cell technology regulation, 305–319

clinical manufacture and distribution of, 
314–315

clinical trials with, 315
EU and US regulation overlap, 305–308
Good Clinical Practice (GCP) for, 314
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