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(The Federal Food, Drug & Cosmetic Act, f&FRFD & C Act)

AETTESMIBIES (1976 ) (The Medical Device Amendments)
ALZLETEMIEZE (1990 ) (The Safe Medical Devices, SMDA)

AETTESMIZIES (1992 ) (The Medical Devices Amendments)
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« 820.1 5EH

(a)&MME

« 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.
AEEPNEKRAE 7 I ETSmammRIt. fliE 8%, & B, LEMRSHE
FARS7T AR I E AT FARI SRR .

* The requirements in this part are intended to ensure that finished devices will be safe
and effective and otherwise in compliance with the Federal Food, Drug, and Cosmetic
Act (the act).

XUERENHRETHMERNZENEN , FENEERR. BRFILEEER).

« manufacturer need only comply with those requirements applicable to the operations
in which it is engaged.
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« 820.1 5B
(a)iEFAtE

« This regulation does not apply to manufacturers of components or parts of finished
devices, but such manufacturers are encouraged to use appropriate provisions of this
regulation as guidance.

PASEANERTRmBIFIRAHIBIER | BRI aHIER ARG SRR
BT

¢ Manufacturers of human blood and blood components are not subject to this part.
AZEMARHRFMERS EIEE AR T A e EIETE.

« The provisions of this part shall be applicable to any finished device as defined in this
part, intended for human use, that is 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.
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« 820.1 5EH

(byEE

« The quality system regulation in this part supplements regulations in other parts of
this chapter except where explicitly stated otherwise. In the event that it is impossible
to comply with all applicable regulations, both in this part and in other parts of this
chapter, the regulations specifically applicable to the device in question shall
supersede any other generally applicable requirements.

BrABMFAI  ARBAZAEHTE T AEEMEPDIINE. AR TEENERRXAE
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i) ¥ @ E B 5 4k wwwyyglworg

SHENZHEN JOYANTECH CONSULTING CO_LTD,

’E@? Il v =5 it K b 3% i) 63 IR 2 6) www.cefda.com




¢ 820.1 SGE]
(c)LERIE

« Part 820 is established and issued under authority of sections 501, 502, 510, 513, 514,
515, 518, 519, 520, 522, 701, 704, 801, 803 of the act (21 U.S.C. 351, 352, 360, 360c, 360d,
360e, 360h, 360i, 360j, 3601, 371, 374, 381, 383). The failure to comply with any
applicable provision in this part renders a device adulterated under section 501(h) of
the act. Such a device, as well as any person responsible for the failure to comply, is
subject to regulatory action. .

$5820%B5>Hi£E22( 21 USC. 351, 352, 360, 360c , 360d, 360e, 360h, 360i, 360j, 360I, 371,
374, 381, 383501, 502 , 510, 513 , 514, 515, 518, 519, 520 , 522, 701, 704, 801, 803%
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« 820.1 5EH

(dFMEHIER

« If a manufacturer who offers devices for import into the United States refuses to permit or allow the
completion of a Food and Drug Administration (FDA) inspection of the foreign facility for the
purpose of determining compliance with this part, it shall appear for purposes of section 801(a) of
the act, that the methods used in, and the facilities and controls used for, the design, manufacture,
packaging, labeling, storage, installation, or servicing of any devices produced at such facility that
are offered for import into the United States do not conform to the requirements of section 520(f) of
the act and this part and that the devices manufactured at that facility are adulterated under section
501(h) of the act.

A RIS S EH ORISR IR S FDAT SRR B I TR BELAIE R B A SIS M
SHILENIAY 801 (a ) TPHER. B, BTHEVETEN AEMABIIRAME—S
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« 820.1 5EE]
(e)EAaRlRE

e (1) Any person who wishes to petition for an exemption or variance from any device quality system
requirement is subject to the requirements of section 520(f)(2) of the act. Petitions for an exemption or
variance shall be submitted according to the procedures set forth in § 10.30 of this chapter, the FDA" s
administrative procedures.

c (2) FDA may initiate and grant a variance from any device quality system requirement when the
agency determines that such variance is in the best interest of the public health. Such variance 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 variance.

< (1) HIFRERRHRESEMERARERIRE , BEEMNERS520 (f) (2 ) HEKR. #
RERERBEKIEARES10 . S0ERRR | RIFDANEIRRER,

« (2) BEMREEERT ANEER , FOARSIERIRANNXINRE. X RS EeE—RAT
ERNLEFE , ESMIEREARRRRE , HEMRRERS | SSMATTREHIEEERE
BRX—REEN,
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« 820.3 ENX

« (b) Complaint means any written, electronic, or oral communication that alleges deficiencies

related to the identity, quality, durability, reliability, safety, effectiveness, or performance of a device
after it is released for distribution.

+ (b)) BAERIREELEE. Ok, BRAFAER  EEREMZNETHRMERSE. RE.
A, TR, ReMRMRESTEFERRNTA. .

« (c) Component means any raw material, substance, piece, part, software, firmware, labeling, or
assembly which is intended to be included as part of the finished, packaged, and labeled device.

+ (c) ARIBRRERMEL MR, IME B K B SR RENIRENR R MITE
.

¢ (d) Control number means any distinctive symbols, such as a distinctive combination of letters or
numbers, or both, from which the history of the manufacturing, packaging, labeling, and distribution
of a unit, lot, or batch of finished devices can be determined.

+ (d) BEHSSENRARBINMGS , NFERHFNAREAES , RLURRIE. 8%, FENSKRN
BPEHHERRIXBIFSED P
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« 820.3 ENX

« (e) Design history file (DHF) means a compilation of records which describes the design
history of a finished device.

(e ) IRUBEXM ( DHF FERREAR ET s mIRI TS ERNAXICR.

« (i) Device history record (DHR) means a compilation of records containing the production
history of a finished device.

« (i) BMERLR (DHR ) BisEEET S mTIEIEICR.

« (j) Device master record (DMR) means a compilation of records containing the procedures
and specifications for a finished device.

« (j ) SBWEICR ( DMR RIS EEETEMARITE RN EIS=EICR.
¢ (k) Establish means define, document (in writing or electronically), and implement.
« (k) BYRIBEN. XL (BEEFETFH ) 1T,
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« 820.3 ENX

« (I) Finished device means any device or accessory to any device that is suitable for use or capable
of functioning, whether or not it is packaged, labeled, or sterilized.

« (1) MR RESERTERSE AN FNEERETER. WirEaKE.

¢ (m) Lot or batch means one or more components or finished devices that consist of a single type,
model, class, size, composition, or software version that are manufactured under essentially the
same conditions and that are intended to have uniform characteristics and quality within specified
limits.

« (m) #RIE—TISUMERERRSSMERRE KT, BS 5. RY. ROSERERE , £
RS THRIE | FEREIREREEERAHERRE.

« (n) Management with executive responsibility means those senior employees of a manufacturer
who have the authority to establish or make changes to the manufacturer’ s quality policy and
quality system.

+ (n) AEHUTIRENEEARZENIEHNSRER HENE SR IEENRE S FHIRER
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« 820.3 ENX

¢ (o) Manufacturer means any person who designs, manufactures, fabricates, assembles, or
processes a finished device. Manufacturer includes but is not limited to those who perform the
functions of contract sterilization, installation, relabeling, remanufacturing, repacking, or
specification development, and initial distributors of foreign entities performing these functions.

« (o) FlIEREREERT. W& W&, KESINLAmEMIA. FHEREEERRRTIRENER
B TF. BUrE. BilE. e, SRUEFARNAURNERLE TIFISNELIAR—REH
.

« (p) Manufacturing material means any material or substance used in or used to facilitate the
manufacturing process, a concomitant constituent, or a byproduct constituent produced during the
manufacturing process, which is present in or on the finished device as a residue or impurity not by
design or intent of the manufacturer.

« (p) HISTEMHRIETIAE TS IR AT R R R B, SEI DI A A S SRl m, A
RYEGRRMAIR AT
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« 820.3 ENX

¢ (r) Product means components, manufacturing materials, in- process devices, finished
devices, and returned devices.

(r) FRIIEEN. SIEIREMR. INDIREP=E. RS R e,

¢ (z) Validation means confirmation by examination and provision of objective evidence that the
particular requirements for a specific intended use can be consistently fulfilled.

(1) Process validation means establishing by objective evidence that a process
consistently produces a result or product meeting its predetermined specifications.

(2) Design validation means establishing by objective evidence that device specifications
conform with user needs and intended use(s).

+ (2) AR B E RSN E R SIA R TR AR,
(1) SEMAREEE EMANEHEIERII T A BT I  EFEATRCE.
(2 ) RHARE B E AR RSN e SEAE TR AR E—EL
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« 820.3 ENX

+  (aa) WIEEREESGEREEMAHERIAESREREEEX.

o (bb) ERSSMETIERIAZSMIE, BER , sRAEFTREESRER (HCT/P ) BigA=
1271.3(d)FENH , REFE1271.10(a) IR EEHBIERHSEMERNHCT/P,

«  (co)E—RRMARART (UDI) 2fSBIdAES830.2009EK , KIRBIHERNFERZ 28 MAT—
MAIRRRT, WE—SSMARRARTIIEREN © (1) J[WRRAF---UDIREHN. BEE
§9ERS , ERLURBISEMAEMIRATELS |, DIRSEMARCE | 1 (2) E£FHRRfg-
—-UDIRSSRMAMERY, AI3RMCATERSY | BERRLLRBIE SRR MRS LAY T —Tnai 2 In
(i) SeMEhERORERE ; (i) BAASWMAFES ) (i) BURSSMEVERE; (iv)
BOREEMAIEIERES ; (v) XTERSMEERIHCT/P , & 1271.290(c)FEKRYE
MAEIIRAEIAS.

. (A ERFRRB RIS E TR EEE TS RARRA,
31@5 BN P K AR A T et com
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« 820.5 [RERR

« 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.

- SESHNEHRIF—NRERR | BETMNITEHIERNETSEM  FRIX
IR AERIERK.,
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« 820.20 EHERE

e (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.

+ (a ) EESH EEHTIRENERARNERET T BirIRERE FHRIERETS
HERWERAR TR, BRFHFERNT.
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. 820.20 HTHEA

* (b) Organization: Each manufacturer shall establish and maintain an adequate 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
quality audits, to meet the requirements of this part.

o (b)) BN SHIERFEBRMEFHAER— MESNVERG , LRIESSRKEBA ST TR,
« (1) BRSSAIAUR BHRIEREREEENERS. SRMESMS{TEIARGSEER. FUTIFNEE

+ (2) AR SFERMRERBIRR , GESIK)IFERNARMNEEE. TSN, BENERE
%, LIARIAAERIER,
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« 820.20 EHERE

e (b) Organization: Each manufacturer shall establish and maintain an adequate organizational structure to
ensure that devices are designed and produced in accordance with the requirements of this part.

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

e (i) Ensuring that quality system requirements are effectively established and effectively maintained in
accordance with this part; and

o (i) Reporting on the performance of the quality system to management with executive responsibility for
review.

+ (b)) ER ZHEHEFBMERFHF—MNELAAREN | RESMIRERIEH TIRITTIEF.

< (3) EEEAR EEHVTIRENERENESET—RAEEEAR , e, EREAFRTCRMR
TN, WIRIEAT T HUBRSEANIG |

(i) BHREA SRR ERERIARS.
< (1) AEENWSCRREARETER | #HITe.
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« 820.20 EHERE

¢ (c) Management review: Management with executive responsibility shall review the
suitability and effectiveness of the quality 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 results of quality system reviews shall be documented.

« (c ) BEHETHE BENTRENERSENRRCEZAER | LURBRIREETHER
EARRIEEHENE MREREAR R E A e R HIERE R RET S HA1 B iR
R, REARRITFREAVERNZ.
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« 820.20 EHERE

e (d) 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.

o (d) RERY SHERARHRET  BESRITFIHIENSWIEXHNEESE. RRSED ,
SRR AR E AR E R,
e (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.

+ (e ) REARER SHIESINEREARINSHMIZFAISIEER | FRR.

¢ @ & B 15 24h 4 wwwyyglw.org
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« 820.22 [(RE®EHZ

« Each manufacturer shall establish procedures for quality audits and conduct such audits to assure
that the quality system is in compliance with the established quality system requirements 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 where 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 being audited. The dates and results of quality
audits and reaudits shall be documented.

« HUIER R R E AN TXMEZAER LMRERER RS BRI ARERARRER HHIEZ
FREARIENE. REFEZNENEEZENTERSENANT. SELEN, MR EEE,
BEMERENEHTESEZ. WERERNEESMYHEZNERNBREZNBERH TSR R
%S B EA B EAFNAR A
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« 820.25 A&

e (a) General: 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.

+ (a) —REX HEBNEEEBNITFAR  BEELENHE. B8, BIFER , LMREFEEREREEDN
IERRSEHE,

e (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) As part 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.

(b ) )l HIEFEIZESIAER | IRBIEIRRFHRELEB TIEARERTIE) ISEERED IS BAERSS | FHRM
SR,

(1) BINBEEEETEARESHE TR TIEE TIFIRE 2 SEER L 5Ra.
(2 ) FENEEIEFIFIA TFN TIEA RBEM AT e S A ERIERPEFISEIR.
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« 820.30 gtz

< (a) General

« Each manufacturer of the following devices, shall establish and maintain procedures to control the design of the device in order to
ensure that specified design requirements are met.

- @

(1) Any class Ill or class Il devices

Devices automated with computer software and the devices listed in the chart below.

2) BB EHMEEEMR TRIIHAE :

c (@ b
o THIRSMAIRIERS , R FHRRHEHIBMIRITHORER | LUREIARASEEK,
o 1)L EEE

section device il =]
868.6810 Catheter, Tracheobronchial Suction. 868 . 6810 %%ﬁ%%ghﬁg
878.4460 | Glove, Surgeon’s. 878 4460 ARIFEARFE
880.6760 | Restraint, Protective. 880 , 6760 (fBA ) [P
892.5650 System, Applicator, Radionuclide, Manual. 892 5650 FAG RN RS
892.5740 Source, Radionuclide Teletherapy. 892 5740 e FIRETE
N R EKEERORAD s ccincom £0&H 5 2d0h wvvore




« 820.30 igiti=Hl

« (b) Design and development planning:
« »Each manufacturer shall establish and maintain plans of design and development.

* » The plans shall describe or reference the design and development activities and define responsibility for the
implementation.

« » 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 evolves.
« (b)) RIHOFFREM :

« - ERENERREEHHRIFRITFIATR

« URIRHEASHE IR TR G FERITE AR ;

« IR EFER RS SEIRT FFR SRR A RV NESE s ERgED ;

« CHEERITFFRENNR RIS, BRI,
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« 820.30 gtz

« (c) Design input:

« » Each manufacturer shall establish and maintain design input procedures

+ » The procedures shall 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 designated individual(s).
« » The approval, including the date and signature of the individual(s) approving the requirements, shall be documented.
+ (c)igHEmA

» - EHERMEFHRIRGTRNER

o CIZERFRNRIEEMAORITERBELN , EEEMNOTEREE  SEERETIRANTE.

o CIZERFNMAEEHATEN. SMANENETEE R,

» IRIHANEREIVA G BIEERARITHEIRE,

o il BEEARS T B BRI L.
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« 820.30 igiti=Hl

o (d) Design output:
« » Each manufacturer shall establish and maintain design output procedures.

« » The procedures shall define and document design output in terms that allow an adequate evaluation of conformance to
design input requirements.

« » Design output procedures shall contain or make reference to acceptance 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) approving the output, shall be documented.
- (d)iRitEd

- - ERENERRER I FHRRAI AR

o IZEFRMEEESTRIHAN BRI TR TN AR ESREF SR THA

- iR ESES BRKUEN | FIRRERSSEEMIIE L FRNRIHHSEIRS] ;

« AR R T RIS ET I |

« RUE, SIEIERITREENSFIIR IR .
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« 820.30 gtz

— (e) Design review:

— » Each manufacturer shall establish and maintain design review procedures.

— » The procedures shall 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).

- (o) itiE
- EHEEIREIHRRR PR
- PRI T RIS SN | AR E TGRS,

- CEFMHBREXGHTHRNSINESE | SHTITHINKHMBREXIATERENNER. SHTHENRITNREERSE
KEMALIRGFIER.

FHTRNERSERHTENR. WHRARMBE , BRICRAERITHENH (DHF) H,

AT RMG R R KWBDARED |\ cefd.com
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« 820.30 gt

e (f) 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 design
history file.

o (f ) IRHIE
« rBENER RS RIF IR IR AOTE .
« PIRTHSIERDERRHRHIAERGHAAERK.,

« PIRUIGIERER |, SIERITIIENSR. 75i%. RILARMBE | #NSERERIHH RS
.
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« 820.30 gtz

* (9) 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 the 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 design history file.

« (g ) RHA SEISEREFHRIFIITHIARER. RENERERET | NREF-
WETH MR, HTHRREERERNFRETIRIA. RITAR RIS ERER A
FEMERE | NS mELRERIMERSEM TR, RIHAR SIEREHIA
RELEHRANE DT, RITANSR | SESHRANSR. BIATE. T ARTIEEAER
RrHCRAER e+,
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« 820.30 igiti=Hl

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

o (h ) RUIER SHERNEHARS—EEF ARSI E LR E T

7B

%@? iﬁ“liﬁé it K i 14 i6) £ B ‘ '.‘_’_ www.cefda.com B¢ @D E ST s wwwyyglworg

« 820.30 gtz

e (i) 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.

< (i) IRITER BEEBNEHRET—EREF  BRITEREENRB. IR, AR
ELRIIGIE. IPE , FESCIERIERIRLE.

() Design history file: Each manufacturer shall establish and maintain a design history
file for each type of device. The design history file shall contain or reference the records
necessary to demonstrate that the design was developed in accordance with the approved
design plan and the requirements of this part.

« () BITHEXY SENEER SN RERSMES H RIRRI ISR, R HSES R
BENEIAYUENICR , USRI S USRI RIFI AR EAER.
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« 820.40 3{&1=Hl

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

(a) Document approval and distribution: Each manufacturer shall designate an individual(s) to review
for adequacy and approve prior to issuance all documents established to meet 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
locations 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.

BHIERREHRF—EREFLUEH AU ERN SRR . EFMRETIINE

(a ) XHHIHRS SEEBNRIRENCEREXHRIERN , FEXHRBZAITFLUE | LIBE
FHLBER, 0, GEEANSFINRBRAN Y. SWTFREEEN. ERNEEMNTIS
B NHEAERERME AN HIE2EME. FralERISERME EFRZRATRARE | SR
HAth T EREp IEE I FFEARafE .
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« 820.40 37835

*

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

(b)Document changes: Changes to documents shall be reviewed and approved by an individual(s) in
the same functions 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.

BEEB N R —EREF A R CE R ERN SRR . BRI TIIRE

(b ) STIFEER SIHFAYEE MR FRH TR A B AT R R ERBER A BB T TR AL | FRIERINE
IHEEALL. HENERNMAHMEAEERAR. SEHEBNRBENMHNCR. FEHICRNUEHEE
BAR., SEMHANRE. HEARESR. HERIIREREZAIRTE.
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* 820.50 KNzl

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

* (a) Evaluation of suppliers, contractors, and consultants: Each manufacturer shall
establish and maintain the requirements, including quality requirements, that must be met
by suppliers, contractors and consultants.

* BEEBNEHRT—ERER  BRTERWAISUEIR RS FFEMEER.

* (a ) N, ABEREETWIRTHT SERERAZEIIMNE. RERINEaTELMR
WERERK , BEREEK,
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* 820.50 KNzl

4 Each manufacturer shall:

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

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

(3) Establish and maintain records of acceptable suppliers, contractors, and consultants.
& SHIERA

(1) RIERENEER—EEREER—A9880 , IMNFNEREEROMN . ASEREANE. M
RIRZRRSZ

(2) RIBRTNER | BEXm. RS, SN, REBNESETEEEEHRIREEE.
(3 ) EARSTIEZ AR, AERRSITENER.
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* 820.50 KNzl

@ (b) Purchasing data: Each manufacturer shall establish and maintain data that clearly
describe or reference the specified requirements, including quality requirements, for
purchased or otherwise received 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 change may affect the quality of a finished device. Purchasing data
shall be approved in accordance with § 820.40.
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¥ Each manufacturer shall establish and maintain procedures for
identifying product during all stages of receipt, production,
distribution, and installation to prevent mix-ups.
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« 820.65 TJIEHAE

€ Each manufacturer of a device that is intended for surgical implant into the body or to
support or sustain life and whose failure 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 identifying with a
control number each unit, lot or batch of finished devices and where appropriate
components. The procedures shall facilitate corrective action. Such identification shall be
documented in the device history record.
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€ (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 control procedures that describe any process controls necessary to ensure
conformance to specifications. Where process controls are needed they shall include:

(1)Documented instructions, standard operating procedures (SOPs), and methods that define and control the manner of production;
(2)Monitoring and control of process parameters and component and device characteristics during production;
(3)Compliance with specified reference standards or codes;

(4)The approval of processes and process equipment; and,

* 6 ¢ o o

(5)Criteria for workmanship which shall be expressed in documented standards or by means of identified and approved
representative samples.
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« 820.70 &= 5d12xHl

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

& (b ) EFEZEEE SHEBMEFHHRFEERASEL E% IiEeEFIIER. 1X
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« 820.70 &= 5d12Hl

@ (c) Environmental control: Where environmental conditions could reasonably be expected
to have an adverse effect on product quality, 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 adequate and functioning properly. These activities shall be documented and
reviewed.
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@ (d) Personnel: Each manufacturer shall establish and maintain requirements for health,
cleanliness, personal practices, and clothing of personnel if contact between such
personnel and product or environment could reasonably be expected to have an adverse
effect on product quality. 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.

¢ (d ) AR NMREEEANITEARNFREGMNRIZMTRREF AN , FHE
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® (e) 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 adversely effect on product quality.

® (e ) iSREH BHEBNEHREF—ERER , MU RREEFRFINAWIE SR
BE M.

o (f) Buildings: Buildings shall be of suitable design and contain sufficient space to perform
necessary operations, prevent mixups, and assure orderly handling.
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® (g) 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.

® (g)igE BHEIEHNMBRESIEN DIEPERNESBREMGSEEER , FETESR
it SRR, WEMZEUETRS. B, BEEER.
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® (2) Inspection: Each manufacturer shall conduct periodic inspections in accordance with
established procedures to ensure adherence to applicable equipment maintenance
schedules. The inspections, including the date and individual conducting the inspections,
shall be documented.

® (2 )HE HFIERNEREEVMEFHTERRE  BRETRSEFITY. 08, gF
REAFIBHINAZES

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

o (3)iFid BEIEHNFREREBIRIRIIAITFAERRBREREEANANRE CaEM
I, SEMNEXEERER TEARBERIATEY.

¢ @ & P15 2404 wwwyyglw.org

SHENZHEN JOYANTECH CONSULTING CO_LTD,

E@? 1l iy 52 e K 1 i) 63 BR 2 ) www.cefda.com
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® (h) Manufacturing material: Where a manufacturing material could reasonably be
expected to have an adverse effect on product quality, the manufacturer shall establish
and maintain procedures for the use and removal of such manufacturing material to
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.
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® (i) Automated processes: When computers or automated data processing
systems are used as part of production or the quality 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 activities and results shall be documented.
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FARY , BIESNKRREE NS ERATT BN ESEETEINAESR. ErRY
ERNAEHUER AR ZAHRERIA. BAERFIESRN R .

E@? iﬁ!]liﬁé IABEBBERAD o cefda.com B B EH T dhl wwwyyglworg
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® (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 results. 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
be documented..
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« 820.72 18535, MEIINIGIRE

® (b) Calibration: Calibration procedures 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.
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- 820.72 1030, MENIXITIRE
® (b) Calibration:

(1) Calibration standards: Calibration standards used for inspection, measuring,
and test equipment shall be traceable to national or international standards. If national
or international 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.

® (b ) B
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® (b) Calibration:

(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 the individuals responsible for calibrating the
equipment.

® (b))
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 820.75 IIFEMEIA

® (a) Where the results of a process cannot be fully verified by subsequent inspection and test,
the process shall be validated 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.
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« 820.75 IIFEMHEIA

® (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 validated 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.
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« 820.75 ITFERRAIA

® (c) 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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» (a) General: Each manufacturer shall establish and maintain procedures for acceptance
activities. Acceptance activities include inspections, tests, and other verification
activities.

> (a) B HENEENEARIFIRECENRIER. BWGEIEERNE HIesE RIS
» (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.

> (b ) HEIIENED SENERRGEFHRISHERNAOER. HEFRAH TN,
WE AR FRIISTEAEMER R, EZaRNAZRM

g@? Il il 5 e K BE B 0 B BR A D) |y cefda.com B B EH T dhl wwwyyglworg

] SHENZHEN JOYANTECH CONSULTING CO_LTD,




« 820.80 HER. Al GRF0RLARAYISIL

> (¢ ) In-process acceptance activities: Each manufacturer shall establish and
maintain acceptance procedures, where appropriate, to ensure that specified
requirements for in-process product are met. Such procedures shall ensure that in-
process product is controlled until the required inspection and tests or other
verification activities have been completed, or necessary approvals are received,
and are documented.
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- 820.80 3. A~ EaFIRAAYIRIL

» (d) Final acceptance activities: 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 quarantine or otherwise adequately controlled until released.
Finished devices shall not be released for distribution until:

(1) the activities 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.
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« 820.80 3. A~ GaFIRAAYIRIL

> (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
* (5) where appropriate, equipment used.
» These records shall be part of the device history record.
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* 820.86 IGIKDIATS

» Each manufacturer shall identify by suitable means the acceptance status of
product, to indicate the conformance or nonconformance of these items 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 products which have passed the required acceptance
activities are distributed, used, or installed.
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 820.90 51860

» (a) 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 or organizations
responsible for the nonconformance. The evaluation and any investigation shall be
documented.
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* 820.90 51860

» (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 manufacturer shall establish and maintain procedures for rework, to include retesting and reevaluation of
the nonconforming product after rework, to ensure that it 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 device history record.

> (b)) RERERTEMLE
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« 820.100 Z{1EfErEFOTRBGTEE

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

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

¢ (2) Investigating the cause of nonconformities relating to product, processes, and the quality system;
> (a) BHERE R AIRIF LB IEANFRBAHEIERYER | RN A TFISEAEK
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« 820.100 Z41IEfarEFOTRRGTEE

* (3) Identifying the action(s) needed to correct and prevent recurrence of nonconforming
product and other quality problems;

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

* (5) Implementing and recording changes in methods and procedures needed to correct
and prevent identified quality problems;

© (3) BEY ERFL A S8 MRt RE R B R LR EE .
© (4) BIESHEAMIEAITIRAENE | SR IEE R BRI X A= TR .
* (5 ) SCHEFNLCRU IERNTRRS EIRB IR R A F T ZA R R E .

E@? ‘ﬁ“liﬁé IABEBBERAD o cefda.com ¥ @B E 5 eihb wwwyyglw.org




» 820.100 ZY1IEErEFOTRRATEE

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

» (7) Submitting relevant information on identified quality problems, as well as corrective
and preventive actions, for management review.

+ (6) RESREAESASEEERIEREEASILEERARRIEZ - mENT
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» (b) All activities required under this section, and their results, shall be documented.
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« 820.120 S&8tARIT

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

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

(b) Labeling inspection. Labeling shall not be released for storage or use until a designated individual(s) has
examined the labeling for accuracy including, where applicable, the correct expiration date, control number,
storage 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 device history
record.
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« 820.120 SR

* (c) Labeling storage. Each manufacturer shall store labeling in a manner that provides
proper identification and is designed to prevent mix-ups.

« (d) Labeling operations. Each manufacturer shall control labeling and packaging operations
to prevent labeling mix-ups. The label and labeling used for each production unit, lot, or batch
shall be documented in the device history record.

* (e) Control number. Where a control number is required by § 820.65, that control number
shall be on or shall accompany the device through distribution.
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B 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.
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« 820.140 =

B Each manufacturer shall establish and maintain procedures to
ensure that mix-ups, damage, deterioration, contamination, or
other adverse effects to product do not occur during handling.
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B (a) Each manufacturer shall establish and maintain procedures for the control of storage areas and
stock rooms for product to prevent mix-ups, damage, deterioration, contamination, or other adverse
effects pending use or distribution 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 condition shall be assessed as appropriate.

B (b) Each manufacturer shall establish and maintain procedures that describe the methods for
authorizing receipt from and dispatch to storage areas and stock rooms.

B (a ) BHIEBSINEFHRIFEE R XAGEEEARER  LBGLIERE, R, R, SREH
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. 820.160 §4E

® (a ) 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 (a)Z NSRRI FHR ISR ISR  WRRESCHERITRSEM , BE
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. 820.160 §HE

B (b) Each manufacturer shall maintain distribution records which include or refer to the location of:

— (1) The name and address of the initial consignee;

— (2) The identification and quantity of devices shipped,
— (3) The date shipped; and

— (4) Any control number(s) used.

B (b ) ZHEFNRFHEEICR  QiEEEEARNE
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« 820.170 &3

B (a ) Each manufacturer of a device requiring installation shall establish and maintain
adequate 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 (a ) FELESBMAGIER  MEFHRFESNEE. REESPUNRESINE
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« 820.170 T2

m (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
results to demonstrate proper installation.

B (b ) LEFMAANHREREIESESBIEFRHTRR. BBt , 7
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* 820.180 —figEK

m 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 the FDA designated to 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.

B AHGERTERAFTBICRM AR FEGIERA S HIER AR ERINS AMFDAISERIT
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* 820.180 —fiRE K

» (a) Confidentiality: Records deemed confidential by the manufacturer may be marked
to aid the FDA in determining whether information may be disclosed under the public
information regulation in part 20 of this chapter.

> (b) 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.

> (a ) RE HIERA PR EZECRA LU TIRG | LMEFDARER ST LUKIRAES20
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« 820.180 —fiEK

» (¢ ) 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 subsections. Upon request of a designated
employee of the 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.

> BSh ATSAIERTFS20. 20 (¢ ) BERFHEH. 820 . 22REFZFIERIURELR AT HES20 .
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« 820.181 88 FICHR

» Each manufacturer shall maintain device master records (DMRs). 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:

> JHERNREBRMEICK (DMRs ) |, FHRIEE M SSMEICREBIKERS20 . 40 #1T
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« 820.181 S¥MEICR

« (a) Device specifications including appropriate drawings, composition, formulation, component specifications, and
software specifications;

« (b) Production process specifications including the appropriate equipment specifications, production methods,
production procedures, and production environment specifications;

* (c) Quality assurance procedures and specifications including acceptance criteria and the quality assurance
equipment used;

« (d) Packaging and labeling specifications, including methods and processes used; and
* (e) Installation, maintenance, and servicing procedures and methods.

+ (a) EWHCTEEERNEL. Ak, 5. BEHCERRGENE

+ (b)) EFNTACCEEENANRETE. £F oA, 78Rk, S ERe ;

+ (c) MERRIFEFIINE , SRR ErERNRERIERE

+ (d ) EEFIFRCHDE | SIEERFINETSE ;

+ (e ) BRI, HEHPHRSIEFRNITIE.
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« 820.184 EEMALICHE

» Each manufacturer shall maintain device history records (DHRs). Each manufacturer
shall establish and maintain procedures to ensure that DHRs 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:

« BHERNRFEMASELR (DHRs ) . SHERNEHRS—ERERF RS
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« 820.184 EEMASRICR

(a) The dates of manufacture;
(b) The quantity manufactured;
(c) The quantity released for distribution;
(d) The acceptance records which demonstrate the device is manufactured in accordance with the DMR;
(e) The primary identification label and labeling used for each production unit; and
(f) Any device identification(s) and control number(s) used.
(a ) HHEEH ;
(b)) HiEHE ;
(c ) BATHEHE ;
(d ) IEBAESMEKERDMRENERYIIICSR ;
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* 820.186 [RERRICR

» 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 QSR is
prepared and approved in accordance with § 820.40.

. BHSEHMEEREARICRE (QSR ) . QSRMEIEANEIMERENNFEFRFI
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« 820.198 3784422 ( CCF)

» (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 is required to be
reported to the FDA under part 803 or 804 of this chapter, Medical Device Reporting.

> (a ) BSHIEBMZRRECHE. SHEHNE I HESHERISERMIR. TFEIMNRRHRER. X825
RIRBR -

+ (1) B RS,
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« 820.198 #7842 ( CCF)

» (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.

» (c) 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
investigation has already been performed for a similar complaint and another investigation is
not necessary.

> (b ) SHIEBNITEIITFNIEIHRAALMERERTEHITRE. NRFHTRE , HiEH
NRF—HICR BB REENEEMRENH TRENREANGS.
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« 820.198 #7842 ( CCF)
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(d) Any complaint that represents an event which must be reported to FDA under part 803 or 804 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 clearly identified. In addition to the information
required by § 820.198, records of investigations 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 to the reported incident or adverse event.

(d ) (EERS-EAr RIS R B KRR A 803580 - T ss iR S —-MFDAIRS |, RISZBIERIEEIIAR
EATIPE. TNFIEE | BRLAEAEZRA— NRER S B TR IFEREBMIANIREI. £/ 820. 198 (e )
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« 820.198 #7842 ( CCF)

>

(e) When an investigation is made under this section, a written record of each 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 device identification(s) and control 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.

(e ) BTATANARDEER , MEAT198 (a ) RPERISENSUAFEENBEHICR. PECRNEE :
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« 820.198 #IAE#LZE ( CCF)

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

— (g) If a manufacturer's formally designated complaint unit is located outside of the United States,
records required under this section shall be accessible in the United States at either:

— (1) Alocation in the United States where the manufacturer's records are regularly kept; or
— (2) The location of the initial distributor.
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« 820.200 RS

@ (a) Where servicing is a specified requirement, 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.

¢ (a ) EAEBRSEXRVERT | SENEENEFHRFLEIIERS 25IAE!
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« 820.200 RS

@ (c) 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 it in
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 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.
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e 820.250 FiHEA

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

¢ (a ) B, SHIEHNEFRIPRE 8. EHRGIBIEE I ML FHaY
BRRISH RARRIER.

@ (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 documented.
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