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During this presentation, I will provide an overview of how 
FDA implements the Principles of Conformity Assessment 

for Medical Devices (GHTF/SG1/N78:2012).
• I will focus on each of the 5 conformity assessment elements included in N78:
• Quality management system (QMS)
• System for post-marketing surveillance
• Technical documentation
• Declaration of conformity
• Registration of manufacturers and their medical devices by the Regulatory 

Authority

www.fda.gov
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• Manufacturers need only comply 
with those requirements applicable
to the operations in which they are 
engaged

Manufacturers are required to establish and follow quality systems 
to help ensure that their products consistently meet applicable 

requirements and specifications.
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FDA’s quality system regulation includes requirements regarding 
the methods used in, and the facilities and controls used for

design manufacture packaging

labeling storage installation

servicing 
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The quality system regulation applies to finished devices intended 
for human use that are manufactured, imported, or offered for 

import in any State or Territory of the United States, the District of 
Columbia, or the Commonwealth of Puerto Rico.

www.fda.gov
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The quality system 
regulation for medical 
devices is included in 21 
CFR Part 820.

www.fda.gov

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=820
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FDA publishes the procedures 
followed by staff during 

quality system inspections.

See Guide-to-Inspections-of-Quality-
Systems.pdf (fda.gov).

www.fda.gov

https://www.fda.gov/files/Guide-to-Inspections-of-Quality-Systems.pdf
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FDA updates a “Data Dashboard” with information about some 
completed inspections. 

See FDA Dashboards – Inspections

www.fda.gov

https://datadashboard.fda.gov/ora/cd/inspections.htm
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FDA accepts Medical Device Single Audit Program (MDSAP) audit 
reports as a substitute for routine Agency inspections.

• MDSAP allows an MDSAP recognized 
Auditing Organization to conduct a 
single regulatory audit of a medical 
device manufacturer that satisfies
the relevant requirements of the 
regulatory authorities participating 
in the program.

• See Medical Device Single Audit 
Program (MDSAP) | FDA.

www.fda.gov

https://www.fda.gov/medical-devices/cdrh-international-programs/medical-device-single-audit-program-mdsap
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Quality systems regulations have changed over time and are 
increasingly harmonized with international approaches. 

• 1978: quality system regulations are first effective
• 1990: quality system regulations are amended to include design controls and, 

where possible, be consistent with 
– International Organization for Standards (ISO) 9001:1994 "Quality Systems--Model 

for Quality Assurance in Design, Development, Production, Installation, and 
Servicing”

– ISO committee draft (CD) revision of ISO/CD 13485 "Quality Systems--Medical 
Devices--Supplementary Requirements to ISO 9001.”

– Global Harmonization Task Force (GHTF)
• 2022: quality system regulation edits proposed to harmonize with and 

incorporate ISO 13485: 2016
www.fda.gov
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Medical device manufacturers and other firms involved in the 
distribution of devices must follow certain requirements and 

regulations once devices are on the market.

• Tracking systems
• Reporting of device malfunctions, serious injuries or deaths
• Post market surveillance and post approval studies 

www.fda.gov
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Manufacturers are required to track certain devices 
from their manufacture through the distribution chain. 
• Tracking information may be used to facilitate notifications and recalls

ordered by FDA in the case of serious risks to health presented by the devices.
• Types of devices subject to a tracking order may include any Class II or Class 

III device:
– the failure of which would be reasonably likely to have serious adverse health 

consequences;
– which is intended to be implanted in the human body for more than one year; or
– which is intended to be a life sustaining or life supporting device used outside a 

device user facility.
• See Medical Device Tracking Guidance for Industry and Food and Drug 

Administration Stafft (fda.gov)

www.fda.gov

https://www.fda.gov/media/71205/download
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Complaint handling and procedures for corrective and preventive 
actions are required by FDA’s quality system regulation. 

• Each manufacturer shall maintain complaint files. 
Each manufacturer shall establish and maintain 
procedures for receiving, reviewing, and evaluating 
complaints by a formally designated unit. 
– See CFR - Code of Federal Regulations Title 21 

(fda.gov)
• According to FDA’s quality system regulation, each 

manufacturer shall establish and maintain procedures 
for implementing corrective and preventive action. 
– See eCFR :: 21 CFR 820.100 -- Corrective and 

preventive action.

www.fda.gov

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?FR=820.198
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-H/part-820/subpart-J/section-820.100
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Manufacturers, importers, and device user facilities are required 
to submit certain information about suspected device-associated 

deaths, serious injuries, and malfunctions. 

• Mandatory reporting from manufacturers, importers, 
and device user facilities

• Voluntary reporting from health care professionals, 
patients, and consumers

• See MDR Database Search (fda.gov)
• See MAUDE - Manufacturer and User Facility Device 

Experience (fda.gov)
• See Medical-Device-Reporting-for-Manufacturers---

Guidance-for-Industry-and-Food-and-Drug-
Administration-Staff.pdf (fda.gov)

www.fda.gov

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfmdr/search.CFM
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfMAUDE/TextSearch.cfm
https://www.fda.gov/files/medical%20devices/published/Medical-Device-Reporting-for-Manufacturers---Guidance-for-Industry-and-Food-and-Drug-Administration-Staff.pdf


18

Manufacturers may be required to complete post 
market surveillance and post approval studies.

522 Postmarket Surveillance Studies Database (fda.gov)

www.fda.gov

Post-Approval Studies (PAS) Database (fda.gov)

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMA/pss.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMA/pma_pas.cfm
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FDA confirms that required post market surveillance 
processes are in place during the QMS inspection.

• The Corrective and Preventative Actions (CAPA) section includes 
inspectional objectives for CAPA, medical device reporting, 
corrections and removals, and medical device tracking. 

• See Corrective and Preventive Actions (CAPA) | FDA

www.fda.gov

https://www.fda.gov/corrective-and-preventive-actions-capa
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Additional focus has been placed on Real World Evidence to 
monitor post market safety and adverse events and to make 

regulatory decisions. 

• Real world data could include routinely collected data from a 
variety of sources:
– Electronic health records (EHRs)
– Claims and billing activities
– Product and disease registries
– Patient-generated data including in home-use settings
– Data gathered from other sources that can inform on health 

status, such as mobile devices
• See Real-World Evidence | FDA
• See Strengthening-Our-National-System-for-Medical-Device-

Postmarket-Surveillance.pdf (fda.gov)

www.fda.gov

https://www.fda.gov/science-research/science-and-research-special-topics/real-world-evidence
https://www.fda.gov/files/about%20fda/published/Strengthening-Our-National-System-for-Medical-Device-Postmarket-Surveillance.pdf
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Manufactures must maintain three types of technical 
documentation. 

www.fda.gov

Design 
History File

Device 
Master 
Record

Device 
History 
Record
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Manufactures must maintain Design History Files for each 
type of device.

• Compilation of records that describe the design history of a finished 
device

• Contains or references the records necessary to demonstrate that the 
design was developed in accordance with the approved design plan and 
the requirements of [the quality system regulations].

• See CFR - Code of Federal Regulations Title 21 (fda.gov)
• See Design Control Guidance (fda.gov)
www.fda.gov

Design 
History File

Device 
Master 
Record

Device 
History 
Record

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm?fr=820.30
https://www.fda.gov/media/116573/download
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Manufactures must maintain Device Master Records for 
each type of device.

• Compilation of documentation that describes how to build and test the device
• Includes: 

– Device specifications including appropriate drawings, composition, formulation, component specifications, and 
software specifications

– Production process specifications including the appropriate equipment specifications, production methods, 
production procedures, and production environment specifications

– Quality assurance procedures and specifications including acceptance criteria and the quality assurance 
equipment to be used

– Packaging and labeling specifications, including methods and processes used
– Installation, maintenance, and servicing procedures and methods.

• See CFR - Code of Federal Regulations Title 21 (fda.gov)

www.fda.gov

Design 
History File

Device 
Master 
Record

Device 
History 
Record

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=820.181
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Manufactures must maintain Device History Records for 
each batch, lot, or unit.

• Compilation of records documenting how the device was made
• Includes: 

– The dates of manufacture;
– The quantity manufactured;
– The quantity released for distribution;
– The acceptance records which demonstrate the device is manufactured in accordance with the DMR;
– The primary identification label and labeling used for each production unit; and
– Any unique device identifier (UDI) or universal product code (UPC), and any other device identification(s) and 

control number(s) used.
• See CFR - Code of Federal Regulations Title 21 (fda.gov)

www.fda.gov

Design 
History File

Device 
Master 
Record

Device 
History 
Record

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=820.184
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In order to market a medical device, a manufacturer 
may need to submit a premarket submission.

www.fda.gov
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In order to market a medical device, a manufacturer 
may need to submit a premarket submission.

www.fda.gov

510(k)

• Demonstrates that the new 
device is "substantially 
equivalent" to a predicate device 
in terms of intended use, 
technological characteristics, and 
performance testing

• See 
https://www.fda.gov/premarket-
notification-510k

• For low to moderate risk devices 
(some Class I and most Class II 
devices)

PMA

• Demonstrates reasonable 
assurances of safety and 
effectiveness for the device’s 
intended use

• See 
https://www.fda.gov/premarket-
approval-pma

• For higher risk devices (Class III 
devices)

De Novo classification

• Pathway for certain new types of 
devices to obtain marketing 
authorization as class I or class II 
devices

• See De Novo Classification 
Request | FDA

https://www.fda.gov/premarket-notification-510k
https://www.fda.gov/premarket-approval-pma
https://www.fda.gov/medical-devices/premarket-submissions-selecting-and-preparing-correct-submission/de-novo-classification-request
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FDA’s voluntary eSTAR program is an interactive PDF form 
that guides applicants through the process of preparing a 

comprehensive medical device submission.

See Voluntary eSTAR Program | FDA

www.fda.gov

https://www.fda.gov/medical-devices/how-study-and-market-your-device/voluntary-estar-program
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The IMDRF Table of Contents 
technical document includes 

information specific to FDA premarket 
submissions. 

www.fda.gov

• The Table of Contents document provides an 
internationally harmonized, modular, format for use when 
filing medical device submissions to regulatory authorities 
for market authorization. 

• See Non-In Vitro Diagnostic Device Market Authorization 
Table of Contents (nIVD MA ToC) (imdrf.org)

• See In Vitro Diagnostic Medical Device Market 
Authorization Table of Contents (IVD MA ToC) | 
International Medical Device Regulators Forum (imdrf.org)

https://www.imdrf.org/sites/default/files/docs/imdrf/final/technical/imdrf-tech-190321-nivd-dma-toc-n9.pdf
https://www.imdrf.org/documents/vitro-diagnostic-medical-device-market-authorization-table-contents-ivd-ma-toc
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FDA requires a “truthful 
and accuracy statement” 

for premarket 
notifications.

www.fda.gov

See Premarket Notification Truthful And Accurate 
Statement | FDA

https://www.fda.gov/medical-devices/premarket-notification-510k/premarket-notification-truthful-and-accurate-statement
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Registration and listing provide the FDA with the 
location of medical device establishments and the 

devices manufactured at those establishments. 

• Knowing where devices are made 
increases the ability to prepare for 
and respond to public health 
emergencies.

• See Device Registration and Listing 
| FDA

www.fda.gov

https://www.fda.gov/medical-devices/how-study-and-market-your-device/device-registration-and-listing
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Registration
• Establishments that are involved in the production and distribution

of medical devices intended for commercial distribution in the 
United States (U.S.), including those that are imported for export 
only, are required to register annually with the FDA. 

• Congress has authorized FDA to collect an annual establishment 
registration fee for device establishments. 

www.fda.gov
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Listing
• Generally, establishments that are required 

to register with the FDA are also required 
to list the devices that are made there and 
the activities that are performed on those 
devices. 

• If a device requires a premarket 
submission before being marketed in the 
U.S., then the owner/operator should also 
provide the FDA premarket submission 
number (510(k), De Novo, PMA, PDP, 
HDE).

www.fda.gov
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FDA publishes tables indicating who must register, 
list, and pay the annual fee.

www.fda.gov
See Who Must Register, List and Pay the Fee | FDA.

https://www.fda.gov/medical-devices/device-registration-and-listing/who-must-register-list-and-pay-fee
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Some information regarding Registration and Listing
is available to the public.

www.fda.gov

• Firm’s registration or 
owner/operator number can be 
found in the Public Registration 
and Listing database

• Medical device listing number(s) 
are not available publicly

• See How to download listing 
information from FURLS 
(fda.gov)

https://www.fda.gov/media/107116/download
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Registration and listing do NOT denote approval of 
the establishment or its products by FDA.

• FDA does not certify registration and listing information for 
firms that have registered and listed. 

• FDA does not issue Registration Certificates to medical device 
establishments. 

www.fda.gov
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• This concludes my talk. Thank you for your attention as we 
discussed how FDA implements the Principles of Conformity 
Assessment for Medical Devices (GHTF/SG1/N78:2012). 

5 conformity assessment elements included in N78:
• Quality management system (QMS)
• System for post-marketing surveillance
• Technical documentation
• Declaration of conformity
• Registration of manufacturers and their medical devices by the Regulatory 

Authority

www.fda.gov


