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§8z20.a Scope.
{a) Applicability. Current good manufacturing practice (CGMP) requirements are set forth in this
quality management system regulation (QMSR). The requirements in this part govern the methods
used in, and the facilities and controls used for, the design, manufacture, packaging, labeling,
storage, installation, and servicing of all finished devices intended for human use. The
requirements in this part are intended to assure that finished devices will be safe and effective and
otherwise in compliance with the Federal Food, Drug, and Cosmetie Act and that the use of other
terminology, such as “safety and performance,” in this part does not change this statutory standard
or the requirements of this part. Any manufacturers engaged in the design, manufacture,
packaging, labeling, storage, installation, or servicing of a finished device must establish and
maintain a quality management system that is appropriate for its specific deviee(s). Manufacturers
subject to this part include, but are not limited to, manufacturers that perform the functions of
contract sterilization, installation, relabeling, remanufacturing, repacking, or specification
development, as well as initial distributors of foreign entities that perform these functions. If a
manufacturer engages in only some operations subject to the requirements in this part, and notin
others, that manufacturer need only comply with those requirements applicable to the operations
in which it is engaged.

(1) Finished devices. The provisions of this part shall apply to any finished device, as defined in this
part, intended for human use, that is manufactured in any State or Territory of the United States,
the District of Columbia, or the Commonwealth of Puerto Rico, or that is imported or offered for
import into the United States,

(2) Components or parts. The provisions of this part do not apply to manufacturers of components
or parts of finished devices, but such manufacturers are encouraged to consider provisions of this
regulation as appropriate.

{3) Blood and blood components. The provisions of this part do not apply to manufacturers of
blood and blood components used for transfusion or for further manufacturing, Such
manufacturers are subject to subchapter F of this chapter.

{4) HCT/Ps. The provisions of this part apply to manufaeturers of human eells, tissues, and cellular
and tissue-basad products (HCT/Ps), as defined in § 1271.5(d) of this chapter, that are devices
(subject to premarket review or notification, or exempt from notification, under an application
submitted under the device provisions of the Federal Food, Drug, and Cosmetic Act or under a
biclogical product license application under section 351 of the Public Health Service Act). HCT/Ps
regulated as devices are also subject to the donor-eligibility requirements set forth in part 1271,
subpart C of this chapter and applicable current good tissue practice requirements in part 1271,

subpart D of this chapter. [n the event of a conflict between applicable regulations in part 1271 and
in other parts of this chapter, the regulation specifically applicable to the device in question shall
supersede the more general regulation.
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(b) Conflicts with other requirements under the Federal Food, Drug, and Cosmetic Act. The
QMSR for devices in this part supplements regulations in other parts of this chapter except where
explicitly stated otherwise. To the extent that any applicable requirements in this part conflict with
requirements in other parts of this chapter. the requirements specifically applicable to the device in
question shall supersede the more generally applicable requirements. Moreover, to the extent that
any clauses of IS0 13485 (incorporated by reference, see § 820.7) conflict with any provisions of
the Fedaral Food, Drug, and Cosmetic Act and/or its other implementing regulations, the Federal
Food. Drug, and Cosmetic Act and /or its other implementing regulations will control.

(¢) Foreign manufacturers. A device that is imported or offered for import into the United States is
subject to refusal of admission to the United States under saction 801(a) of the Federal Food, Drug,
and Cosmetic Act if, among other things, it appears to be adulterated as set forth in the Federal
Food, Drug, and Cosmetic Act and its implementing regulations.

(d) Exemptions or variances. (1) A manufacturer subject to any requirement under section 520(f)
(1) of the Federal Food, Drug, and Cosmetic Act, including any requirements under this part, may
petition for an exemption or variance from such requirement in accordance with section 520(f)(2)
of the Federal Food, Drug, and Cosmetie Act. Petitions for an exemption or varianece shall be
submitted in accordance with the procedures set forth in § 10.30 of this chapter.

(=) FDA may initiate and grant a variance from any requirement(s) in this part when the Agency
detarmines that such variance is in the best interest of the public health, including that there iz a
public health nead for the device and the device would not likely be made sufficiently available
without the variance. Such varianee will remain in effect only so long as there remains a public
health need for the device and the device would not likely be made sufficiently available without
the vanance.
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§820.3 Definitions,
Thes definitions i [50 13485 and m Clause 5 of IS0 gooo (incorporated by reference, see § 820.7)

apply to this part, except as specified in paragraph (b) of this section, and do not affect the meamng
of similar terms defimed i this title, 0

(a) The following terms, which are either not used or not defined in IS0 13485 or in Clause 5 of 150
o000, also apply for the purposes of this part:

Component means any raw material, substance, piece, part, software, firmware, labeling. or
assembly that is intended to be included as part of the finished, packaged, and labaled device.

Federal Food, Drug, and Cosmetic Act means the Federal Food, Drug, and Cosmetic Act, =1 ULS.C.
521 (https:/ fwww.govinfo.gov /link /uscode /21 /321) et s8q., as amended.

Finished device means any device or accessory to any deviee that is suitable for use or capable of
funectioning, whether or not it is packaged, labeled, or sterilized.

Human eell, tissue, or eellular or tissue-based product (HCT/P) regulated as a device means an
HCT/P as defmed in § 1271.3{d) of this chapter that does not maeet the criteria in § 1271.10{a) of this
chapter and that 15 also regulated as a device.

Remanufacturer means any person who processes, conditions, renovates, repackages, restores, or
does any other act to a finished devies that significantly changes the finished device's performancs
or safety specifications, or intended usa,

(b} All definitions in section zo1 of the Fedaral Food, Drug, and Cosmetic Act shall apply to the
regulation of quality management systems under this part and shall superseds the correlating
terms and definitions in IS0 13485 ( 9., the definitions of device and labeling i section 201(h)
and (m) of the Federal Food, Drug, and Cosmetic Act apphy to this part and supersede the
definitions for the correlating terms in ISO 13485 (labelling and medical device)), In addition, the
following terms and definitions apply to this part and supersede the definitions for the correlating
terms in 150 13485 or IS0 sooo:

Implantable medical device shall have the meaning of “implant™ as defined i section B60.3 of this
chapter.

Manufacturer means any person who designe, manufactures, fabricates, assambles, or processes a
finished device. Manufacturer includes, but is not himited to, those whe perform the functions of
contract sterilization, installation, relabeling, remanufacturing, repacking, or specification
development, and matial distnbutors of foreign entities performing these functions.

COrganization shall have the meamng of “manufacturer” az defined in this part.

Rework means action taken on a nonconforming product so that it will fulfill the specified
requirements in the medical device file (MDF} before it is released for distdbution.

Safety and Performance shall have the meaning of “safety and effectiveness”™ in Clause 0.1 of ISD
13485, The phrase "safety and performance” does not relieve 2 manufacturer from any obligation
to implement controls or other measures that provide reasonable assurance of safety and
effectiveness.
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§ 820.5 Quality system.

Each manufacturer shall establish and maintain a quality system that Is appropriate for the specific medical
device(s) designed or manufactured, and that meets the requirements of this part.

§8z20.7 Incorporation by reference.

Certain material is incorporated by reference into this part with the approval of the Director of the
Faderal Register under 5 U7.5.C. 552(a) (https://www.govinfo.gov/link/uscode/5/552) and 1 CFR
part 51 (https:/ fwww.ecfr.gov/current/title-1/part-51). All approved incorporation by reference
(IBR) material is available for inspection at the Food and Drug Administration, and at the National
Archives and Records Administration (IVARA). Contact FDA at: Dockets Management Staff, 5630
Fishers Lane, Rm. 1061, Rockville, MD 20B52; 240-402-7500; hitps: //wwne.regulations.gov/
document/FDA-2013-5-0610-0003 (https: //www.regulations.gov/document /FDA-2013-5-0610-
ooc3). For information on the availability of this material at NARA, visit www.archives.gov/
federal-register /cfr/ibr-locations (hitp: //www.archives.gov /federal-register /cfr/ibr-locations)
or email fr.inspection@nara.gov {mailto:fr.imspection @nara.gouv). This material may be obtained
from the International Organization for Standardization (ISQ), BIBC II, Chemin de Blandonnet 8,
CP 401, 1214 Vernier, Geneva, Switzerland; +41—-20-740—01—-11; cusfomerservice @iso.org
(mailto:customerservice @iso.org), https: //www.iso.org/store. html

(https://www.iso.org/store.itml).

{a) IS0 gooo:2015(E) (“IS0 gooo™), Quality Management systems—Fundamentals and
vocabulary, Clause 3— Terms and definitions, Fourth edition, September 15, zo15. IBR approved
for & Bzo.3.

(b) IS0 13485:2016(F) (*ISO 13485™), Medical devices—Qualify management systems—

Requirements for regulatory purposes, Third edition, March 1, 2016; IBR approved for §§ 820.1,
B20.3, B20.10, B20.35, and B20.45.
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§8z20.0 Requirements for a quality management system.
A manufacturer subject to this part as deseribed by § B20.1(a) must:

(a) Document. Document a quality management system that complies with the applicable
requirements of ISO 13485 (incorporated by reference, see § 20.7) and other applicable
requirements of this part; and

(b) Applicable regulatory requirements. Comply, as appropriate, with the other applicable
regulatory requirements in this title, including, but not limited to the following, to fully comply
with the listed ISO 13485 Clause:

{1) For Clause 7.5.8 in 150 13485, Identification, the manufacturer must document a system to
assign unique device identification to the medical deviee in accordanee with the requirements of
part 830 of this chapter.

(2) For Clause 7.5.9.1 in ISO 13485, Traceability—General, the manufacturer must document
procedures for traceability in accordanee with the requirements of part 821 of this chapter, if
applicable.

{3) For Clause B.2.3 in [SO 13485, Reporting to regulatory authorities, the manufacturer must
notify FDA of complaints that meet the reporting criteria of part 803 of this chapter.

{4) For Clauses 7.2.3, 8.2.3, and B.3.3, advisory notices shall be handled in accordance with the
requirements of part Boo of this chapter.

(¢) Design and development, Manufacturers of class I1, class I11, and those class I devices listed in
paragraph (c)(1) of this section and table 1 to paragraph (c)(2) of this section must comply with the
requirements in Design and Development, Clause 7.3 and its Subclauses in ISO 13485. The class |

deviees are as follows:
(1) Devices automated with computer software; and
(2) The devices listed in the following table:

Table 1 to Paragraph { ¢ (=)

Section Deviee
BoB.0810 | Catheter, Tracheobronelial Suction.

B78.4400 | Glove, Non-powdered Surgeon's.
BBo.o76o | Restraint, Protective.

Bgs.5050 | System, Applicator, Radionuclide, Manual.
Boz.5740 | Souree, Radionuclide Teletherapy.
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(d) Devices that support or sustain life. Manufacturers of devices that support or sustain life, the
fatlure of which to perform when properly used in accordance with mstructions for use provided in
the labeling can be reasonably expected to result in a significant injury. must comply with the
requirements in Traceability for Implantable Devices, Clause 7.5.0.2 in ISO 13485, in addition to all
other applicable requirements in this part, as appropnate.

(e) Enforcement. The failure to comply with any applicable requirement in this part renders a
device adulterated under section 501(h) of the Federal Food, Drug, and Cosmetic Act. Such a
device, as well as any person responsible for the failure to comply, is subjeet to regulatory action.

§ 820.20 Management responsibility.

(a) Quality policy. Management with executive responsibility shall establish its policy and objectives for, and

commitment to, quality, Management with executive responsibility shall ensure that the quality policy is
understood, implemented, and maintained at all levels of the organization.

(bl Organization. Each manufacturer shall establish and maintain an adeguate organizational structure to
ensure that devices are designed and produced in accordance with the requirements of this part

(1) Responsibility and authority, Each manufacturer shall establish the appropriate responsibility,
authority, and interrelation of all personnel who manage, perform, and assess work affecting quality,
and provide the independence and authority necessary to perform these tasks.

(2) Resources. Each manufacturer shall provide adequate resources, including the assignment of trained

personnel, for management, performance of work, and assessment activities, including internal
guality audits, to meet the requirements of this part

(3] Management representative. Management with executive responsibility shall appoint, and document
such appointment of, a member of management who, irespective of other responsibilities, shall
have established authority over and responsibility for:

(I} Ensuring that quality system reguirements are effectively established and effectively
maintained in accordance with this part; and

(i) Reporting on the perfarmance of the quality system to management with executive
respansibility for review.

i

(e} Management review. Management with executive responsibility shall review the suitability and
effectivensss of the guality system at defined intervals and with sufficient frequency according to
established procedures to ensure that the quality system satisfies the requirements of this part and the

manufacturer's established quality policy and objectives. The dates and results of quality system reviews
shall be documented.

id} Quality planning. Each manufacturer shall establish a quality plan which defines the quality practices,
resources, and activities relevant to devices that are designed and manufactured. The manufacturer shall
establish how the requirements for quality will be met.

(e) Quality system procedures. Each manufacturer shall establish quality system procedures and Instructions.
An outline of the structure of the documentation used in the quality system shall be established where
appropriate,
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§ 820.22 Quality audit.

Each manufacturer shall establish procedures for guality audits and conduct such audits to assure that the guality
system is in compliance with the established quality system regquirements and to determine the effectiveness of the
quality system. Quality audits shall be conducted by individuals who do not have direct responsibility for the matters
being audited. Corrective action(s), including a reaudit of deficient matters, shall be taken when necessary. A report
of the results of each quality audit, and reaudit{s) where taken, shall be made and such reports shall be reviewed by

management having responsibility for the matters audited. The dates and results of guality audits and reaudits shall
be documented

§ 820.25 Personnel.

la) Geperal. Each manufacturer shall have sufficient personnel with the necessary education, background,
training, and experience to assure that all activities required by this part are correctly performed

(b} Training. Each manufacturer shall establish procedures for identifying training needs and ensure that all
personnel are trained to adequately perform their assigned responsibilities. Training shall be documented

(1) Aspart of their training, personnel shall be made aware of device defects which may occur from the
improper performance of their specific jobs.

(2] Personnel who perform verification and validation activities shall be made aware of defects and
errors that may be encountered as part of their job functions.

§820.30 Design controls.
ial General.

(1) Each manufacturer of any class Il or class || device, and the class | devices listed in paragraph (a)(2)
of this section, shall establish and maintain procedures to control the design of the device in order to
ensure that specified design requirements are met

(2) The following class | devices are subject to desigh controls

(Il Devices automated with computer software, and

i} The devices listed in the following chart.

Section Device
B68.6810 Catheter, Tracheobronchial Suction.
878.4460 Glove, Surgean's
BB80.9760 Festraint, Protective,

202 5650 System, Applicator. Radionuchide, Manual.
892 5740 Source, Radionuclide Teletherapy.
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{b)

{c)

(d)

(el

(f)

a)

(h)

)

]

Design and development planning. Each manufacturer shall establish and maintain plans that describe or
reference the design and development activities and define responsibility for implemeniation. The plans
shall identify and describe the interfaces with different groups or activities that provide, or result in, input
to the design and development process. The plans shall be reviewed, updated, and approved as design
and development avolves.

Design input. Each manufacturer shall establish and maintain precedures 1o ensure that the design
requirements relating to a device are appropriate and address the intended use of the device, including
the needs of the user and patient. The procedures shall include a mechanism for addressing incomplete,
ambiguous, or conflicting requirements. The design input requirements shall be documented and shall be
reviewed and approved by a designated individual(s). The approval, including the date and signature of
the individual(s) approving the requirements, shall be documented.

Design ouiput. Each manufacturer shall establish and maintain procedures for defining and documenting
design output In terms that allow an adequate evaluation of conformance to design input requirements,
Design output procedures shall contain or make reference 1o acceplance criteria and shall ensure that
those design outputs that are essential for the proper functioning of the device are identified. Design
output shall be documented, reviewed, and approved before release, The approval, including the date and
signature of the individual(s) appraving the output, shall be documented.

Design review. Each manufacturer shall establish and maintain procedures o ensure that formal
documented reviews of the design results are planned and conducted at appropriate stages of the
device's design development. The procedures shall ensure that participants at each design review include
representatives of all functions concerned with the design stage being reviewed and an individual(s) who
does not have direct responsibility for the design stage being reviewed, as well as any specialists needed.
The results of a design review, including identification of the design, the date, and the individual(s)
performing the review, shall be documented in the design history file {the DHF).

Design verification. Each manufacturer shall establish and maintain procedures for verifying the device
design. Design verification shall confirm that the design output meets the design input requirements. The
results of the design verification, including identification of the design, method(s), the date, and the
individual(s) performing the verification, shall be documented in the DHF.

Design validation. Each manufacturer shall establish and maintain procedures for validating the device
design. Design validation shall be performed under defined operating conditions on initial production
units, lots, or batches, or their equivalents. Design validation shall ensure that devices conform to defined
user needs and intended uses and shall include testing of production units under actual or simulated use
conditions. Design validation shall include software validation and risk analysis, where appropriate. The
results of the design validation, including identification of the design, method(s), the date, and the
individual{s) performing the validation, shall be documented in the DHF,

Design transfer. Each manufacturer shall establish and maintain procedures to ensure that the device
design is correctly translated into production specifications.

Design changes. Each manufacturer shall establish and maintain procedures for the identification,
documentation, validation or where appropriate verification, review, and approval of design changes
before their implementation.

Design history file. Each manufacturer shall establish and maintain 2 DHF for each type of device. The
DHF shall contain or reference the records necessary fo demonsirate that the design was developed in
accordance with the approved design plan and the requirements of this part,
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820.35 Control of records.

In addition to the requirements of Clause 4.2.5 in IS0 13485 (incorporated by reference, see §
Bzo.7), Control of Records, the manufacturer must include the following information in eertain

records:

{a) Records of complaints. In addition to Clause B.2.2 in IS0 13485, Complaint Handling, the
manufacturer shall maintain records of the review, evaluation, and investigation for any
complaints invelving the possible failure of a device, labeling, or packaging to meet any of its
specifications. If an investigation has already been performed for a similar complaint, another
investigation is not necessary, and the manufacturer shall maintain records documenting
justification for not performing such investigation. For complaints that must be reported to FDA
under part o3 of this chapter, complaints that a manufacturer determines must be investigated,
and complaints that the manufacturer investigated regardless of those requirements, the

manufacturer must record the following information:
(1) The name of the device;
(2) The date the complaint was received;

(3) Any unique device identifier (UDI) or universal product code (ITPC), and any other device
identification(s);

(4) The name, address, and phone number of the complainant;
(5) The nature and details of the complaint;

(6) Any correction or corrective action taken; and

(7) Any reply to the complainant,

{b) Records of servicing activities. In adhering to Clause 7.5.4 in ISO 13485, Servicing Activities,
the manufacturer must record the following information, at a minimum, for servicing activities:

(1) The name of the device serviced;

(2) Any UDI or UPC, and any other device identification(s);
(3) The date of service;

(4) The individual(s) who serviced the deviee:

(5) The service performed; and

(5) Any test and inspection data.
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{c) Unigue Device Identification. In addition to the requirements of Clauses 7.5.1, 7.5.8, and 7.5.0
in ISO 13485, the UDI must be recorded for each medical device or batch of medical devices.

(d) Confidentiality. Records deemed confidential by the manufacturer may be marked to aid FDA

in determining whether information may be disclosed under the public information regulation in
part 20 of this chapter.

§ 820.40 Document controls.

Each manufacturer shall establish and maintain procedures to control all documents that are required by this part,
The procedures shall provide for the following:

{al Document approval and distribution. Each manufacturer shall designate an individual(s) to review for
adequacy and approve prior to issuance all documenits established to mest the requirements of this part.
The approval, including the date and signature of the individual(s) approving the document, shall be
documented. Documents established to meet the requirements of this part shall be available at all
locaticns for which they are designated, used, or otherwise necessary, and all obsolete documents shall
be promptly removed from all points of use or otherwise prevented from unintended use.

b} Document changes. Changes to documents shall be reviewed and approved by an individual(s) in the
same function or organization that performed the original review and approval, unless specifically
designated otherwise. Approved changes shall be communicated to the appropriate personnel in a timely
manner, Each manufacturer shall maintain records of changes to documents. Change records shall
include a description of the change, identification of the affected documents, the signature of the
approving individual(s), the approval date, and when the change becomes effective.
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§8z0.45 Device labeling and packaging controls.
In addition to the requirements of Clause 7.5.1 of ISO 13485 (incorporated by reference, see §
820.7), Control of production and service provision, each manufacturer must document and
maintain procedures that provide a detailed description of the activities to ensure the integrity,
mspection, storage, and operations for labeling and packaging, duning the customary conditions of
processing, storage, handling, distnibution, and, as appropriate, use of the device.

{a) The manufacturer must ensure labeling and packaging has been examined for accuracy prior to
release or storage where applicable, to include the following:

(1) The corract unique device identifier (UDI) or universal produet code (UPC), or any other device
identification(s);

(2) Expiration date;

(3) Storage instructions;

{4) Handling instructions; and

(5) Any additional processing mstructions.

(b} The release of the labeling for use must be documented in accordance with Clause 4.2.5 of ISO
13485,

(¢) The manufacturer must ensure labeling and packaging operations have been established and
maintained to prevent mixups, including, but not limited to, inspeetion of the labeling and
packaging before use to assure that all devices have correct labeling and packaging, as specified in
the medical device file. Results of such labeling inspection must be documented in accordance with
Clause 4.2.5 of IS0 13485,
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§ 820.50 Purchasing controls.

Each manufacturer shall establish and maintain procedures to ensure that all purchased or otherwise received
product and services conform to specified requiremenis.

[a) Evaluation of suppliers, contractors, and consultants. Each manufacturer shall establish and maintain the

reguirements, including quality requirements, that must be met by suppliers, contractors, and consultants.
Each manufacturer shall:

(1)

(2)

(3)

1)

Evaluate and select potential suppliers, contractors, and consultants on the basis of thelr ability to
meet specified requirements, including quality reguirements. The evaluation shall be documented.

Define the type and extent of control to be exercised over the product, services, suppliers,
contractors, and consultants, based on the evaluation results.

Establish and maintain records of acceptable suppliers, contractors, and consultants.

Purchasing data, Each manufacturer shall establish and maintain data that clearly describe or reference
the specified requirements, including quality requirements, for purchased or otherwise recelved product
and services. Purchasing documents shall include, where possible, an agreement that the suppliers,
contractors, and consultants agree to notify the manufacturer of changes in the product or service so that
manufacturers may determine whether the changes may affect the quality of a finished device,
FPurchasing data shall be approved in accordance with § 820.40.

§ 820.60 Identification.

Each manufacturer shall establish and maintain procedures for identifying product during all stages of recelpt,
production, distribution, and installation 1o prevent mixups,

§ 820.65 Traceability.

Each manufacturer of a device that is intended for surgical implant into the body o 1o support or sustain life and

whose fallure

to perform when properly used in accordance with instructions for use provided in the labeling can be

reasonably expected to result in a significant injury to the user shall establish and maintain procedures for
iclentifying with a control number each unit, lot, or bateh of finished devices and where appropriate components.
The procedures shall facllitate corrective action. Such identification shall be documented in the DHR.

§ 820.70 Production and process controls.

{a) General. Each manufacturer shall develop, conduct, control, and monitor production processes to ensure

that

a device conforms to its specifications. Where deviations from device specifications could occur as a

result of the manufacturing process, the manufacturer shall establish and maintain process conftrol

procedures that describe any process controls necessary to ensure conformance to specifications. Where
process controls are needed they shall include:

(1)

(2)

(3)
(4)
(3)

Documented instructions, standard operating procedures (SOP's), and methods that define and
control the manner of production;

Manitoring and control of process parameters and component and device characteristics during

production;
Compliance with specified reference standards or codes;
The approval of processes and process equipment; and

Criteria for warkmanship which shall be expressed in documented standards or by means of
identified and approved representative samples.,

_37_



820.50 OH2ka].
Zb M =Xt FONSISALE Ea| Y4t HMED MHAZF X|H QFAISES E46H=X]

&1 J
oIt HAS RSt |X|B|o} BHC,

(a) S=EH, ?I=EH X xH=E7F ot 2 =X
FIEEM H X270 SFMOF ol 27ArSS 2ESHL FRISHOF ot Zb MZ=Ab=
Ct=S E=50l0F SHht

2 afMgs 2950 XEE 2FAgE 5 + Us s8S

o SN, fEHEH X AHE7HE EUkotn MESICE F7ts EA1PSH0F Sk
i

FIF
oA
2
fo
-1
>
00k
mjo
Hl
oot
_O'_I-
NS
Ok
il
e
>

—~
—
~

=

2) 7t Z1E HIE22 MNE, MH2, SS2H, AASEH, XHZ7H0A AR 2t
7 GRS Yoletrt.

3) Meret Se8M, IEEHM X AE7te] 7|I5S A Eotl At

(o) #OH Xt2. Z M=At= FOIRAL 7[EF =8 MF R MB|20 Ot 52 2+
Mets Zeoto] AlE 2FAdE o %ot H=sks H0[HE =HE
ot wX[5HOF otCh FOf =M= “tset 49 S=8H, M H 2747t
Mz=Xo| & = M2 #HE AldE 22l O stk A%ds ZoY
Mz=X2F HEARSO| 2HA| 2z 7[7]|2] FE0 Ss 0/E &+ UK R E 283

2 = UAEE S{OF SOt FOH At2= § 820.400 M2} Sl Of

o
<
ot
O
il

820.60 Al
Zt MZEAE NS =8, 4 &8, 8% 2= HAOM XNES AEsts EAE
gtElstn qX|stol =258 X|slof st
820.65 FXM.

= EMOZ HMEL|ASO ziHof
| AMRSH 717|7 E S| A2 HBL ALEXA
|27|7]19] Zt MZ=Xt= 2
HiX|E 2| M2 APy Qs
<2 Of StCh HXt= AFZEX|7L 80|5HH O|RNX|=Z /0| RA0{0F
SICH ol2{st M HE K|E0|27|S(DHR)0 2AISts0oF $HCt

o
MEE AHE XIHo| met SH2

£0
rr
[¢]

820.70 ‘44t 9 37 e,

(a) YHEALE ZF K=XtE Q=7|7|17t Y 7|22 EFoteXl &QIsty| s it
382 Y, 3, el W ZLEESIOF St HME S7-Fel ZutE 7|7| 7IE0NM
LSS 50| UeE 42 MEXE 7|E EE EdSeE O Zo3 33 #2E
HAYsts 39 e BAE <Estn gX[¢jof oot 3™ 27t Eest 49
CHE2 ZasloF oLt

(1) A4t A2 Folstn 2|5t EME XHE, EEZEXEA(Sop) X g

() & & 3F 07 +E8 % o577 E4 ZLHE U 2g|

@) X8E &=x 7|F £ ZE T,

4 38 X 3 TH 5¢

(5) =MBE BEFE = MY Gl S0l= Oy AMZE EJHGOF st= HE T7|E


https://www.ecfr.gov/on/2024-02-02/title-21/section-820.40/

(b)  Production and process changes. Each manufacturer shall establish and maintain procedures for changes

c)

(d

te)

(h

i

1o a specification, method, process, or procedure. Such changes shall be verified or where appropriate
validated according to § 820.75, before implementation and these activities shall be documented.
Changes shall be approved in accordance with § 820.40,

Environmental control. Where environmental conditions could reasonably be expected to have an adverse
effect on preduct guality, the manufacturer shall establish and maintain procedures to adequately control
these environmental conditions. Environmental control system(s) shall be periodically inspected to verify
that the system, including necessary equipment, is adeguate and functioning properly. These activities
shall be documented and reviewed.

Personnel. Each manufacturer shall establish and maintaln requirements for the health, cleanliness,
personal practices, and clothing of personnel if contact between such personnel and product or
environment could reasonably be expected 1o have an adverse effect on product guality. The
manufacturer shall ensure that maintenance and other personnel who are required to work temporarily
under special environmental conditions are appropriately trained or supervised by a trained individual.

Contamination control. Each manufacturer shall establish and maintain procedures to prevent
contamination of equipment or product by substances that could reasonably be expected to have an
adverse effect on product quality.

Buildings. Buildings shall be of suitable design and contain sufficient space to perform necessary
operations, prevent mixups, and assure orderly handling.

Equipment. Each manufacturer shall ensure that all equipment used in the manufacturing process meets
specified requirements and is appropriately designed, constructed, placed, and installed to facilitate
maintenance, adjustment, cleaning, and use,

(1) Maintenance schedule. Each manufacturer shall establish and maintain schedules for the
adjustment, cleaning, and other maintenance of equipment to ensure that manufacturing
specifications are met. Maintenance activities, including the date and individual(s) performing the
maintenance activities, shall be documented.

(2)  Inspection. Each manufacturer shall conduct periodic inspections in accordance with established
procedures to ensure adherence to applicable equipment maintenance schedules. The inspections,
inciuding the date and individual(s) conducting the inspections, shall be documented.

[3) Adjustment. Each manufacturer shall ensure that any inherent limitations or allowable tolerances are
visibly posted on or near equipment requiring periodic adjustmenits or are readily available to
personnel performing these adjustments,

Manufacturing material. Where a manufacturing material could reasonably be expected to have an
adverse effect on product quality, the manufacturer shall establish and maintaln procedures for the use
and removal of such manufacturing material 10 ensure that it is removed or limited to an amount that
does not adversely affect the device's quality. The removal or reduction of such manufacturing material
shall be documented.

Automated processes. When computers or automated data processing systems are used as part of
production or the guality system, the manufacturer shall validate computer software for its intended use
according to an established protocol. All software changes shall be validated before approval and
issuance. These validation activitles and results shall be documented.
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§ 820.72 Inspection, measuring, and test equipment.

(a} Control of inspection, measuring, and test equipment. Each manufacturer shall ensure that all inspection,
measuring, and test equipment, including mechanical, automated, or electronic inspection and test
equipment, is suitable for its intended purposes and is capable of producing valid resulis. Each
manufacturer shall establish and maintain procedures to ensure that equipment is routinely calibrated,

inspected, checked, and maintained. The procedures shall include provisions for handling, preservation,

and storage of equipment, so that its accuracy and fitness for use are maintained. These activities shall
ke documented.

(b] Calibration. Calibration proceduras shall include specific directions and limits for accuracy and precision.
When accuracy and precision limits are not met, there shall be provisions for remedial action to

reestablish the limits and to evaluate whether there was any adverse effect on the device's quality. These
activities shall be documented.

(1) Calibration standards. Calibration standards used for inspection, measuring, and test equipment
shall be traceable to national or international standards. If national or intemational standards are not
practical or available, the manufacturer shall use an independent reproducible standard. If no
applicable standard exists, the manufacturer shall establish and maintain an in-house standard,

{2} Calibration records. The equipment identification, calibration dates, the individual performing each
calibration, and the next calibration date shall be documented. These records shall be displayed on

or near each piece of equipment or shall be readily available to the personnel using such equipment
and to the individuals responsible for calibrating the equipment.

§ 820.75 Process validation.

[a) Where the results of a process cannot be fully verified by subsequent inspection and 1esl, the process
shall be valldated with a high degree of assurance and approved according to established procedures.
The validation activities and results, Including the date and signature of the individual(s) approving the
validation and where appropriate the major equipment validated, shall be documented.

(b) Each manufacturer shall establish and maintain procedures for monitoring and control of process
parameters for validated processes to ensure that the specified requirements continue to be met,

{1) Each manufacturer shall ensure that valldated processes are performed by qualified individual(s).

{2} For validated processes, the monitoring and control methods and data, the date performed, and,

where appropriate, the individual(s) performing the process or the major equipment used shall be
documented.

(e) When changes or process deviations occur, the manufacturer shall review and evaluate the process and
perform revalidation where appropriate. These activities shall be documented.
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§ 820.80 Receiving, in-process, and finished device acceptance.

(a] General. Each manufacturar shall establish and maintain procedures for acceptance activities,
Acceptance activities include inspections, tests, or other verification activities,

(b}  Receiving acceptance activities. Each manufacturer shall establish and maintain procedures for
acceptance of incoming product. Incoming product shall be inspected, tested, or otherwise verified as
conforming to specified requirements. Acceptance or rejection shall be documented.

ie] In-process acceptance activities. Each manufacturer shall establish and maintain acceptance procedures,
where appropriate, to ensure that specified requirements for in-process product are mel, Such procedures
shall ensure thal in-process product is controlled until the required inspection and tests or other
verification activities have been completed, or necessary approvals are recelved, and are documented,

{d) Final acceptance aclivities. Each manufacturer shall establish and maintain procedures for finished device
acceptance to ensure that each production run, lot, or batch of finished devices meets acceptance
criteria. Finished devices shall be held in guarantine or otherwise adequately controlied until released,
Finished devices shall not be released for distribution until:

(1) The actlvities required in the DMR are completed;

(2) the associated data and documentation is reviewed;

(3) the release is authorized by the signature of a designated individual(s); and
(4) the authorization is dated.

e} Acceptance records. Each manufacturer shall document acceptance activities required by this part. These
records shall include:

(1) The acceptance activities performed;

(2) the dates acceptance activities are performed;

(3) the results;

(4) the signature of the individual{s) conducting the acceptance activities; and

15) where appropriate the equipment used. These records shall be part of the DHR.

§ 820,86 Acceptance status.

Each manufacturer shall identify by suitable means the acceptance status of product, to indicate the conformance
or nonconformance of product with acceptance criteria, The identification of acceptance status shall be maintained
throughout manufacturing, packaging, labeling, installation, and servicing of the product to ensure that only product
which has passed the required acceptance activities is distributed, used, or installed.
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§ 820,90 Nonconforming product.

(@l Control of nonconforming product. Each manufacturer shall establish and maintain procedures to control
product that does not conform to specified requirements. The procedures shall address the identification,
documentation, evaluation, segregation, and disposition of nonconforming product. The evaluation of
nonconformance shall include a determination of the need for an investigation and notification of the
persons of organizations responsible for the nonconformance. The evaluation and any investigation shall
be documented.

b} Nonconformity review and disposition.

(1) Each manufacturer shall establish and maintain procedures that define the responsibility for review

and the authority for the disposition of nonconforming product. The procedures shall set forth the
review and disposition process. Disposition of nonconforming product shall be documented.
Documentation shall include the justification for use of nonconforming product and the signature of
the Individual(s) authorizing the use.

(2] Each manufaciurer shall establish and maintain procedures for rework, to include retesting and

reevaluation of the nonconforming product afier rework, to ensure that the product meets its current
approved specifications. Rework and reevaluation activities, including a determination of any
adverse effect from the rework upon the product, shall be documented in the DHR.

§ 820.100 Corrective and preventive action.

{a) Each manufacturer shall establish and maintain procedures for implementing corrective and preventive
action. The procedures shall include requirements for:

(1

(2)
(3)

(4)

(3)

(6)

(7)

Analyzing processes, work operations, concessions, guality audit reports, quality records, service
records, complaints, returned product, and other sources of quality data 1o |dentify existing and
potential causes of nonconforming product, or other quality problems. Appropriate statistical
methodology shall be employed where necessary to detect recurring quality problems;

Investigating the cause of nonconformities relating to product, processes, and the guality system;

|dentifying the action{s) needed to correct and prevent recurrence of nonconforming product and
other quality problems;

Verifying or validating the corrective and preventive action to ensure that such action is effective and
does not adversely affect the finished device;

Implementing and recording changes in methods and procedures nesded to comect and prevent
identified guality problems;

Ensuring that information related to quality problems or nonconforming product is disseminated to
those directly responsible for assuring the guality of such product or the prevention of such
problems; and

Submitting relevant information on identified guality problems, 2s well as corrective and preventive
actions, for management review.

(b) ANl activities required under this section, and their results, shall be documented.
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§ 820.120 Device labeling.

Each manufacturer shall establish and maintain procedures to control labeling activities.

{a)

(b}

(el

(d)

(e}

Label integrity. Labels shall be printed and applied 50 as to remain legible and affixed during the
customary conditions of processing, storage, handling, distribution, and where appropriate use.

Labeling inspection. Labeling shall not be released for storage or use until a designated individual(s) has
examined the labeling for accuracy including, where appllcable, the correct unique device identifier (UDI)
of universal product code (UPC), expiration date, control number, starage instructions, handling
instructions, and any additional processing instructions. The release, Including the date and signature of
the individual(s) performing the examination, shall be documented in the DHR.

Labeling storage. Each manufacturer shall store labeling in a manner that provides proper identification
and is designed to prevent mixups.

Labeling operations. Each manufacturer shall control labeling and packaging operations to pravent
labeling mixups. The label and labeling used for each production unit, lot, or batch shall be documented in
the DHA.

Control number. Where a control number is required by § 820.65, that control number shall be on or shall
accompany the device through distribution,

§ 820.130 Device packaging.

Each manufacturer shall ensure that device packaging and shipping containers are designed and constructed to
protect the device from alteration or damage during the customary conditions of processing, storage, handling, and
distribution.

§ 820.140 Handling.

Each manufacturer shall establish and maintain procedures 1o ensure that mixups, damage, deterioration,
contamination, or other adverse effects to product do not occur during handling.

§ 820.150 Storage.

(a)

(i)

Each manufacturer shall establish and maintain procedures for the control of storage areas and stock
rooms for product to prevent mixups, damage, deterioration, contamination, or other adverse effects
pending use or distribution and to ensure that no obsolete, rejected, or deteriorated product is used or
distributed. When the quality of product deteriorates over time, it shall be stored in a manner to facilitate
proper stock rotation, and its condltlon shall be assessed as appropriate.

Each manufacturer shall establish and maintain procedures that describe the methods for authorizing
receipt from and dispatch to storage areas and stock rooms.
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§ 820.160 Distribution.

{al Each manufacturer shall establish and maintain procedures for control and distribution of finished devices
to ensure that only those devices approved for release are distributed and that purchase orders are
reviewed to ensure that ambiguities and errors are resolved before devices are released for distribution.
Where a device's fitness for use or quality deteriorates over time, the procedures shall ensure that expired
devices or devices deteriorated beyond acceptable fitness for use are not distributed.

(b} Each manufacturer shall maintain distribution records which include or refer 1o the location of:
(1) The name and address of the initial consignes;
(2) The identification and quantity of devices shipped;
(3) The date shipped; and
(4) Any control number(s) used,

§ 820.170 Installation.

{a} Each manufacturer of a device requiring installation shall establish and maintain adegquate installation and
inspection instructions, and where appropriate test procedures, Instructions and procedures shall include
directions for ensuring proper installation so that the device will perform as intended after installation.
The manufacturer shall distribute the instructions and procedures with the device or otherwise make
them available to the person(s) installing the device.

(b The person installing the device shall ensure that the installation, inspection, and any required testing are
performed in accordance with the manufacturer's instructions and procedures and shall document the
inspection and any test resulls to demonstrate proper installation,
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§ 820180 General requirements.

All records required by this part shall be maintained at the manufacturing establishment or other location that is
reasonably accessible to responsible officials of the manufacturer and to employees of FDA designated 1o perform
inspections. Such records, including those not stored at the inspected establishment, shall be made readily
available for review and copying by FDA employee(s). Such records shall be legible and shall be stored to minimize
deterioration and to prevent loss. Those records stored in automated data processing systems shall be backed up.

al

(b}

(c)

Confidentiality, Records deemed confidential by the manufacturer may be marked to aid FOA in
determining whether information may be disclosed under the public information regulation in part 20 of
this chapter.

Record retention period. All records required by this part shall be retained for a period of time equivalent to

the design and expected life of the device, but in no case less than 2 years from the date of release for
commercial distribution by the manufacturer.

Exceptions. This section does not apply to the reports required by § 820.20(c) Management review, §
820.22 Quality audits, and supplier audit reports used to meet the requirements of § 820.50(a) Evaluation
of suppliers, contractors, and consultants, but does apply to procedures established under these
pravisions, Upon request of a designated employee of FDA, an employee in management with executive
responsibility shall certify in writing that the management reviews and quality audits required under this
part, and supplier audits where applicable, have been performed and documented, the dates on which
they were performed, and that any required corrective action has been undertaken.

§ B20.181 Device master record.

Each manufacturer shall maintain device master records (DMR's). Each manufacturer shall ensure that each DMR is

prepared and approved in accordance with § 820.40. The DMR for each type of device shall include, or refer to the
location of, the following information:

(a)

(b}

(c)

(d)
(e)

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 1o be used;

Packaging and labeling specifications, including metheds and processes used; and

Installation, malntenance, and servicing procedures and methods.
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§ 820.184 Device history record.
Each manufacturer shall maintain device history records (DHR's). Each manufacturer shall establish and maintain
procedures 1o ensure that DHR's for each batch, lot, or unit are maintained to demonstrate that the device Is
manufactured in accordance with the DMR and the requirements of this part. The DHR shall include, or refer to the
location of, the following information:

{a) The dates of manufacture,

(b} The quantity manufactured:;

(e} The quantity released for distribution;

(dl The acceptance records which demonstrate the device is manufactured in accordance with the DMR;

(e} The primary Identification label and lateling used for each production unit; and

(fi  Any unigue device identifier (UDI) or universal product code (UPC), and any other device identification(s)
and control number(s) used.

§ 820186 Quality system record.

Each manufacturer shall maintain a quality system record (QSR). The QSR shall include, or refer to the location of,
procedures and the documentation of activities required by this part that are not specific to a particular type of
device(s), including, but not limited to, the records required by § 820,20, Each manufacturer shall ensure that the
(5R is prepared and approved in accordance with § 820,40,

§ 820.198 Complaint files.

{a} Each manufacturer shall maintain complaint files. Each manufacturer shall establish and maintain
procedures for receiving, reviewing, and evaluating complaints by a formally designated unit. Such
procedures shall ensure that:

(1) All complaints are processed in a uniform and timely manner;
(2} Oral complaints are documented upon receipt; and

(3) Complaints are evaluated to determine whether the complaint represents an event which |s required
to be reported to FDA under part 803 of this chapter, Medical Device Reporting.

(b} Each manufacturer shall review and evaluate all complaints to determine whether an investigation Is
necessary. When no investigation Is made, the manufacturer shall maintain a record that includes the
reason no investigation was made and the name of the individual responsible for the decision not to
investigate.

(el Any complaint involving the possible failure of a device, labeling, or packaging to meet any of its
specifications shall be reviewed, evaluated, and investigated, unless such investioation has already been
performed for a similar complaint and another investigation is not necessary.
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(d} Any complaint that represents an event which must be reported to FDA under part 803 of this chapter
shall be promptly reviewed, evaluated, and investigated by a designated individual{s) and shall be
maintained in a separate portion of the complaint files or otherwise clearly identified. In addition to the
information required by § 820.128(e), records of investigation under this paragraph shall include a
determination of:

(1) Whether the device failed to meet specifications;
(2] Whether the device was being used for treatment or diagnosis; and
(3) The relationship, if any, of the device 1o the reported incident or adverse avent.

(el When an investigation is made under this section, a record of the investigation shall be maintained by the
formally designated unit identified in paragraph (a) of this section. The record of investigation shall
include:

(1) The name of the device;
(2) The date the complaint was received;

(3) Any unique device identifier (UDI) or universal product code (UPC), and any other device
identification{s) and conirol number(s) used;

(4] The name, address, and phone number of the complainant;
(5) The nature and details of the complaint;

(6) The dates and results of the investigation;

(7] Any corrective action taken; and

(8) Any reply to the complainant.

(f)  When the manufacturer's formally designated complaint unit is located at a site separate from the
manufacturing establishment, the investigated complalnt(s) and the record(s) of investigation shall be
reasonably accessible to the manufacturing establishment.

{g) Ifa manufacturers formally designated complaint unit is located outside of the United States, records
required by this section shall be reasonably accessible in the United States at either;

(1) A location in the United States where the manufacturer's records are reqularly kept; or
(2] The location of the initial distributor,
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§ 820.200 Servicing.

(a) Where servicing is a specified requirernent, each manufacturer shall establish and maintain instructions
and procedures for performing and verifying that the servicing meets the specified requirements.

(b} Each manufacturer shall analyze service reports with appropriate statistical methodology In accordance
with § 820.100.

(e} Each manufacturer who receives a service report that represents an event which must be reported to FDA
under part 803 of this chapter shall automatically consider the report a complaint and shall process itin
accordance with the requirements of § 820.198.

{d} Service reports shall be documented and shall include;
(1] The name of the device serviced;

(2) Any unigue device identifier (LUD1) or universal product code (UPC), and any other device
identification(s) and control number(s) used;

(3) The date of service;
(4) The individual(s) servicing the device;
(5] The service performed; and

(6] The test and Inspection data,

§ 820.250 Statistical techniques.

{a) Where appropriate, each manufacturer shall establish and maintain procedures for identifying valid
statistical technigques required for establishing, controlling, and verifying the acceptability of process
capability and product characteristics.

(b} Sampling plans, when used, shall be written and based on a valid statistical rationale. Each manufacturer
shall establish and maintain procedures to ensure that sampling methods are adequate for their intended

use and to ensure that when changes occur the sampling plans are reviewed. These activities shall be
documentead,
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