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Subpart A--General Provisions
Sec.820.1 BEAcE|

Sec. 820.1 Scope.

(a) &R Applicability .

(1) A REME B T 407 R4F)iE7%# Current good manufacturing practice
(CGMP) FJEER . AbrdEidE T BT A U T AN EM B 2805k filis ., 2%, drils
i A7 B RN SS BT (6 FH B B 70 RN a i o ASARHE R B 1R 2 CRIIE BR S 2R 1) 22 42
HERE RN, RGP E . 28tk ihi%k% Federal Food, Drag and Cosmetic Act
(the act) o AVEFIE F T HrA BT 28I s it D 7 o 0 SR s 7o A AN S AR50 20 A SR i
M FLe T R T AR SR, W R RS H S AR EoR . T TR &, wits
HIGEH] T Sec.820.30 (a) (20 WA IR . AVEAAIE T BT a0 i) A B A
TGRS, H I S R AR RIS A I A R r A o A AN I RS 23 1) 3 R AN
ZARFRAERIBRE], (AN AEE 606 B ER MK .

Current good manufacturing practice (CGMP) requirements are set forth in this quality system
regulation. 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 ensure that finished devices will be safe and effective and otherwise in compliance
with the Federal Food, Drug, and Cosmetic Act (the act). This part establishes basic
requirements applicable to manufacturers of finished medical devices. If a manufacturer
engages in only some operations subject to the requirements in this part, and not in others,
that manufacturer need only comply with those requirements applicable to the operations in
which it is engaged. With respect to class | devices, design controls apply only to those
devices listed in 820.30(a) 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. Manufacturers of human blood and blood
components are not subject to this part, but are subject to part 606 of this chapter.

Manufacturers of human cells, tissues, and cellular and tissue-based products (HCT/Ps), as
defined in 1271. .3(d) of this chapter, that are medical devices (subject to premarket review or
notification, or exempt from notification, under an application submitted under the device
provisions of the act or under a biological product license application under section 351 of the
Public Health Service Act) are subject to this part and are also subject to the donor-eligibility
procedures set forth in part 1271 subpart C of this chapter and applicable current good tissue
practice procedures in part 1271 subpart D of this chapter. In 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.

(2 AHBIF HIRRE & F T AER 20 5 S PO A NAR BT AT e 2 i, A g HAE SR (R
5 AT M B4, BRA EE AR X, 9 22 2R % R A il i ads Ak 1 3R A3k 1 7 i o

(2) 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.

(3) FEAEM & I (where appropriate) H B £ 7. 24 R AR & “where appropriate”
BN AR AR, HLESR N AR SE R (appropriate) , BRARZRESR A SCAFIE AL
PR o W RAPAT UL R 2 SEC= ARG H A E M ER, B A TR AT AT 2 (1)
A EFET, IAZRRZEH P (appropriate) o

(3) In this regulation the term "where appropriate” is used several times. When a requirement
is qualified by "where appropriate," it is deemed to be "appropriate" unless the manufacturer
can document justification otherwise. A requirement is "appropriate” if non-implementation
could reasonably be expected to result in the product not meeting its specified requirements or
the manufacturer not being able to carry out any necessary corrective action.

(b)) BRI BRARREAIRE, WA B R AR R AR A R e A A T 2R . 1R
ANBEFF & P & I HVER, LA B T 0 A 20 B 00, 5 e X 18 B 4%,
RN e I AR

(b) The quality system regulation in this part supplements regulations in other parts of this
chapter except where explicitly stated otherwise. In the event of a conflict between applicable
regulations 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.

(c) MPR. PART820 &7E (21U.S.C.7%4 351, 352, 360. 360c. 360d. 360e. 360h.

360i. 360j. 360l. 370. 374. 381. 383 1) 501. 502. 510. 513. 514, 515. 518,
519. 520, 522, 701. 704. 801. 803 N IF KA. AFFEAES (Part 820) [T
& HAHLE, KHEI%4 section 501 (h) 253K, FIHE &= Mo B = o X7 i Skt
AR 3T FERID N, BHIEGR

(c)Authority. 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, 360l, 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.

(d)  AMEGER . an SR a ol O 20 58 [ i i 48 1 B R & FDA X HANE T8
1T T E e AT S AERM (Part 820) ATt THIRE 2L, Al#% section 801 (a) kN H:
FEHURY . RIMER O RISEE B4, Hdoh, A, A, w2, Wi H Ay
EMREAEHIARFF G A9E4 section 520 () FIAH 4 (Part 820) I ER, Al %44 section
501 (h) Z&akAE TR ML AR R il R 7 W o Pt 25 7= i o

(d)Foreign manufacturers. 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.

(e) E a4 7]/ Exemptions or variances

(1) ATAT N A A BT AR BT 2800053 f Rk R BRI e sRe i VrmT,  BAF57%4 section
520 (f) (2) MER. WIEATE Sec.10.30 B FDA fTEUFE/T, SKFEAC TR G B 7 VF nl (1)
TH o P LA RN S f B Lo R /N RS o s £ B b 3R A9 45 5, ik (HFZ-220) , 1350
Piccard Dr., Rockville, MD20850, U.S.A., Hii% 1-800-638-2041 ¥, 1-301-443-6597,
f£ H 301-443-8818.

(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. Guidance is available from the Center for
Devices and Radiological Health, Division of Small Manufacturers, International and
Consumer Assistance (HFZ-220), 1350 Piccard Dr., Rockville, MD 20850, U.S.A., telephone
1-800-638-2041 or 240-276-3150, FAX 240-276-3151.

(20 54 AR TR € LA SR AT 5 56 [ A A @ E R i EE M 2, FDA R REA I R s
T AR R IR AIVR AT o A8 5% [ 2 A Al e S8 75 BBt ah,  HAnJC sk mlvreer, gt
AATRETE A B A TG DU N Rl VE R4 R

(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.

() ARHEIIAGEH T A= 897 #l /) E S IHEAH &

Sec.820.3 € X | Definitions



(a) ¥£% Act. $89 Federal Food, Drug and Cosmetic Act, #1{ZI1Eff) (secs.201-903,
52 Stat. 1040 et sep., 21 U.S.C. 321-394) . fifak% section 201 5 UAEA T 4315
R iEH

(a)Act means the Federal Food, Drug, and Cosmetic Act, as amended (secs. 201-903, 52 Stat.
1040et seq., as amended (21 U.S.C. 321-394)). All definitions in section 201 of the act shall
apply to the regulations in this part.

(b)  #if Complaint. ER AT A FTA B BT REE Sk, & FRIRL it
B OMPAHME ATEEMEL 2t AR AR S THBREE S S

(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.

(c) #fF Component. AT REIAIREE OV e B3, ARIRIIASIK — 701
JEAPRL, Pot. MR AR AR AR R REEENINES

(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.

(d)  %fil%5 Control number. AEfTERMERT S, W7 EE B BUEA T4 S R v
PR, HE ST A DO E e DS S . AR RIS AT T

(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.

(e) ¥itHis 3t Design history file (DHF) o i #8HR A ¥ TP sEid st IIE A

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

() &It Design input. #eRECARFIMEREEIR, &= ik 15t

(fHDesign input means the physical and performance requirements of a device that are used as
a basis for device design.

(g) Wit#it Design output. SEF8RAN I BOR &G BT A TR R . 258k
FIBETH AR A T R A A . AR A SE RIS H ,  ER A b S LB 2 AR R A5 4%
Fid FA K.

(g)Design output means the results of a design effort at each design phase and at the end of
the total design effort. The finished design output is the basis for the device master record. The
total finished design output consists of the device, its packaging and labeling, and the device
master record.



(h) Wit vFH Design review. JEFEXTRIFHI—N SO, 2. REWKEE,
Hol e ER, PN A BRI R EER,  FEUUNAT AR i

(h)Design review means a documented, comprehensive, systematic examination of a design
to evaluate the adequacy of the design requirements, to evaluate the capability of the design to
meet these requirements, and to identify problems.

(i) ¥4 P sid 3% Device history record (DHR) o b 280 7 S2 i s VA

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

(j> Device master record (DMR) o Ji 5 2 i R FE AR T RO AL

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

(k> @7 Establish. & X3 (CHEnsi 51D 4T,
(K)Establish means define, document (in writing or electronically), and implement.

(D U5 Finished device. W B INIE, TR HE GO, FRRBUKE, BEIZH L
i P EER BCE B RE IS SE I DI fE

(DFinished 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.

(m) Lot 5 batch. —AEZNICfFai st HNFE—FE. 5. b ek
BAFRRA, FEMRIZEAE AR, i M R AR PR A B R 2K

(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.

(n)  PATIRTTHIE FEE Management with executive responsibility. &4 23 =4k 52 T,
AT A7 A g 37 BT A2 2R ) o B T R o R AR R AL

(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.

(o) i/ 4Y Manufacturer. sefawcit. #ilifi. HI1E (fabricate)  ZEECEIN L
AT N o H1E B B E AR TARYE A [F AT K . 2%, EHbnil. EHiE, &
TS Bl e T R BR BT e, AP AT IR B B 5 ) [ A 2L 2R A PN 43 T

(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.

(p) Manufacturing material. F5AEAFH T80 T AL fil & i A2 AR AT R BRI, 7E
T It R R A IR B R RS A BRI R i, AR G R R R E R IR A E AR T, e
I R .

(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.

(@) AE#% Nonconformity. A 2 5E HIEESK
(g)Nonconformity means the nonfulfilment of a specified requirement.
(r) =& Product. #B44. JEAPRE FEG]E . B s AR Bl .

(nProduct means components, manufacturing materials, in- process devices, finished devices,
and returned devices.

(s) JifE Quality. —ZFEARFER CERIIEF, BfFHZEMERE.

(s)Quality means the totality of features and characteristics that bear on the ability of a device
to satisfy fithess-for-use, including safety and performance.

(O BRI Quality Audit. %L (¥ 8] 18] UM, 50k il i 7 (¥ B AR R HEAT R 4
TN A, DA E R AR R LA R S B R R, XERE P 28A T, 12
Feid& M5B H AR K

(HQuality audit means a systematic, independent examination of a manufacturer's quality
system that is performed at defined intervals and at sufficient frequency to determine whether
both quality system activities and the results of such activities comply with quality system
procedures, that these procedures are implemented effectively, and that these procedures are
suitable to achieve quality system objectives.

(W JFiEJ7%F Quality policy. i ilid R 1 e B BESE R A I ZH LR R 2= o) B AT 1)

(u)Quality policy means the overall intentions and direction of an organization with respect to
quality, as established by management with executive responsibility.

(v) AR Quality system. Fis B BN BT, BF. RMEE.

(v)Quality system means the organizational structure, responsibilities, procedures, processes,
and resources for implementing quality management.

(w) Remanufacturer. FgXF et TR B8, BE . HEiad, IKESRELEE
SN, (ERGR S TERE . 22 4N YE BT g = A B K 4o



(w)Remanufacturer means any person who processes, conditions, renovates, repackages,
restores, or does any other act to a finished device that significantly changes the finished
device's performance or safety specifications, or intended use.

(x) IRT. Rework. NMEAEH S AEH A RIRF 7 DMR A ZERIMTER L8 e o

(x)Rework means action taken on a nonconforming product so that it will fulfill the specified
DMR requirements before it is released for distribution.

(y) i Specification. . . MRS5S EHANATEHIZR.

(y)Specification means any requirement with which a product, process, service, or other
activity must conform.

(z) ik Validation. 38 i & A5 {2 ULEHe IE 396 A2 T 3 1 2K

(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) TFREMIA Process validation. R4 2 U IE 48 iff i i R vl RREEr= A5 5 2 TG 2 I TE
A 45 BBl

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

(2) #it#iik Design validation. AR 20 WLIE S E 1o MR AT S 158 FH 2 1O 5 SR AN T

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

(aa) H&iF Verification. i s 25 FIHE (2 MHIFHEIE BH 3 2 305 22K .

(aa)Verification means confirmation by examination and provision of objective evidence that
specified requirements have been fulfilled.

Sec.820.5 J5i E A& £/ Quallity system.
1) 32 . A N7 S R R A I R A T ERE, FERF A A A SRR E R R

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.

Subpart B——Ji #1& & 3R/ Quality System Requirements
Sec.820.20 EFHA$i/ Management responsibility

Ca) JREITEF: GURIATIR A0 IR SRR 611 H A DL AL R B TR K




(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.

(b A FIIFRFFEE MR, BRSO S A2 (Part 820)
I ER

(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.

(L) STAIRPR o il i 7 B B B s o R B BRAE AN DR N SRR BT BLBR R AT L
KEFR, NHIRMEHATX L TAEL TR B ERAUR

(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) B HlE R NI ANE M B, BRI, SATE R, BRIEMARE
BB A AE NS S, AT S AR (Part 820) FIEK.

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.

(3) EHHENRKR. mmEHENAGTHE PR 58 — 28 HENE, TRHAE
Hg i mm IR st e, SR BUR 5 A ST AR -

(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:

() WRARIEAE > (Part 820) FESRA RMEE L. SR JRf o B AR &

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

G A PATIATTE BEE R R A RIe AT 0L, DLt .

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

(c) EHVFH . FAPATIRTTHIERLE , ML R HUE A 18] B RE X BT Ak R AT di A% o
TR TR AR R A RRBEE B VRN R, DATE A AR HE PR R AN ZH SR i) 5T 27 B 140 H A
PR ) H IANES R B S e 5%



(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
dates and results of quality system reviews shall be documented.

() BIESEN . HE N RS, B BT ARG B T B R AE N L BN
B, TR TR LRSI 2 BT A2 BT R K

(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.

() JREAMRRFER . B3 i N L AR KRR P AAE, & F I 5 37 A 2 1R S A
ey A (i

(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.

Sec.820.22  JHiEH % Quality audit.

i 7 S 3 SIC e o R R AR T A Bl DA IR AR R AT S B MR EAR R ZR, e
JR B AR AT R R R AN S P A IS B E B DR N A BEAT o A IR, A%
I S AN 5 00 14 FE 3 A A o RO R B A AT T B AR I S RN I Bl i, i iy BE 0t
A DUERVE BB VR . B AR T B A B DRI 45 SRR T %

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 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 quality audits and reaudits shall be documented.

Sec.820.25 A i/ Personnel
(a) MWiA., #EENALEHAR, @B ERHE. TES . TAEIFHEmE
5, PAMRIERT A EER TS 2 e 8 459 B IE B I PAT

(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.

(b FEl. i pg Mg ER SO, BB IR K, CRIERTA N AT RERS 7873 BRI,
PAGRAED A2 TAERIER . B Il B AE %

(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.

(L) AR —#B 5, SAE 7 TR BAATRRRIR AR o B AS LA 4R A T i il s 2%
RIBREE o

(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)  HARAEMBAIRTT RN RN R, 72 H AR th B B SR A 2.

(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.

Design controls
Design controls
General.

I‘ '

(1) Each manufacturer of any class Ill or class Il 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.
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868.6810 Catheter, Tracheobronchial Suction.
878.4460 Glove, Surgeon's.




880.6760 Restraint, Protective.

892.5650 System, Applicator, Radionuclide, Manual.

892.5740 Source, Radionuclide Teletherapy.

(b)Design and development planning. Each manufacturer shall establish and maintain plans
that describe or reference the design and development activities and define responsibility for
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.
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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.

(d)Design output. 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 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.




(e)Design review. Each manufacturer shall establish and maintain procedures to 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).

(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 DHF.

(g)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.

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

(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)Design history file. Each manufacturer shall establish and maintain a DHF for each type of
device. The DHF 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.

Document Controls

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:

(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.

(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.

Subpart E——XW#zHi| Purchasing Controls
Sec.820.50  KJy#EHi| Purchasing Controls
MRS IFORFFRR T, B ORI SR B B 2 A6 A 7 R IR 55 B 8 2 L E R K

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

(@) PPUrBENIRT . AN ST I ORRFXS BERI R IR ZEK,  BER N AR X i AR R 2R
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(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. Each manufacturer shall:

(1) ARIEH L EOR, WRBFREESRNGES, PHAEREE RSN PP T IER,

(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) RIEIPMILER, X, RS SRR AT H ] 10 5 2RI

(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) LI ORFFA MR R R R

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

(b)) SRIWSCAF . LGNNI St B B i R 2R R SR 7™ W AR RIS o ST AL A 50 5
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(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
changes may affect the quality of a finished device. Purchasing data shall be approved in
accordance with 820.40.

Subpart F——FRiIFIRE I Identification and Traceability

Sec.820.60 #rif Identification.

HANENIIFORFERE R, ARG A7 A MR N R U 7= i, B bR .
Each manufacturer shall establish and maintain procedures for identifying product during all
stages of receipt, production, distribution, and installation to prevent mixups.

Sec.820.65  mliEME:
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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 DHR.

Subpart G——E = fid 42 %] Production and Process Controls
Sec.820.70 A/~ Al #£EH] Production and process controls.

(a) Mk, HLAMME. EE . IR A TR, DI R™ AT & S ER .
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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:

(L X EriE TS, ERERIERER (SOP'S) , & ORI 175 3,

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

(2) WOAEEEIEESE o MBS Rk

(2) Monitoring and control of process parameters and component and device characteristics
during production;

(3)  FFEMRAARESGERL;
(3) Compliance with specified reference standards or codes;
(4) RIS R A BT
(4) The approval of processes and process equipment; and
(5) FRp#ERITTZE, NAESCHARIFRAE hobn AR A BE AR A HEHE AR v RE A 10 77 3R T

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

(b) AP FEE M. AN ET IR AMIE. ik, SRR E ST . $h
ITHT, A E SRR Sec.820.75, MAIIE, &AM 2N, XEIEFN Fids. B
Sec.820.40, FE N L EHE .

(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.

(c) FREEFEl. PREEAAF AT LU 7 it BT P AE AN I 5EE , HZA NI IF IR FFRE T, X3
Bk Abee T e Wil NOE WIS B A R TR S, SRR, BifLERB%R
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(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.

() Ab. HEANEIIFLHER, BIEE. Hi. ANRBREMA R IREESR, W
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(d)Personnel. Each manufacturer shall establish and maintain requirements for the 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.

(e) Vohedsl. HLNEIFSRET, By E B BV Re sl A 7l R 7= AR I Rt 7= i
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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 adverse effect on product quality.

(H) #HW. EFYNALE L, AABEE, URAT L E AR, BIkiRE,
WORA PR A .

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

(@) . ML ORI A P T RE A I BER AT SR E 2R, IR 2 ik
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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) RFRHR . AN IF SR A HE . TR AL E R, DRI &
H B IR R . IRIRIESE, O4E H IR SR OR TR B 538 T 1D 3%



(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) &, HEANN O MREFETEMeE, RS RIR T RIRE 15 B 4L
PAT. R, QR HASATRER A RN Tl

(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(s) conducting the inspections, shall be
documented.

(3) Het. LN o MR PO PR ] 55270 VI 1R 22 A U 7 B e RS HE R e % b=, BORCAE
FpaT, Bk SRk TAE N A 5 & BT .

(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.

(h) Manufacturing material. 4% manufacturing material 7 57 i i & 72 A A F 5%
Wi, ZH 23N g 37 3 St A 5% removal iX 2% Manufacturing material FIF25, #fif# removal
B PR 1) R B AN 0] = i T B A AR R

(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.

() Bz . BN E S8 B R G o™ BT AR R R, AR
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(DAutomated 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.

Sec.820.72 3. MEAKIH %/ Inspection, measuring, and test equipment.

(a) . WEMREEARES. HENHRTA KRR, WEMRE RS, SRl
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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.

(b Reife. KevBRE R T GRS i3 RS FE RO B AR 24 FRE P RS B R
BRI, ERHUH R RIS IR, VP00 75 S 72 B 2 S R B
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(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.

(1) KeEbriE. Al I E A GRIG B AR by v N AT 36 3 21 [ o ol [ B v o G 2R [
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(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.

(2) RHEIdsR. WAPRR. KA. REH . BRUERIPAT S T R e ) H A
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(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.

Sec.820.75 I FEAfIA Process validation

(a) B FER 45 A Re il L5 R ge M 76 e g by, I RE AR SRR,
BEAT A N ORISR I AN E . BIAIKE 2 S L EE R, BERE NI R4 1, 1&
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(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.

(b AL IR, MMAIEHERESHL # IR Fr el 2 i REUE 192K .

(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) HE NIRRT B SR HN AT

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

(2) WO ralie, AR R JEEdE . BRIEME Y, ain, dRErR
VEH BT 2w, Tk

(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.

() HRAERNBGI R, EHE, HLRPFHE PSR, HEFIL. XEED)
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(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.

Subpart H—— 56755l Acceptance Activities
Sec.820.80  #ETR. L FE ARG 28 MRS B8 Receiving, in-process, and finished device
acceptance

(a) Mk, ALl RE s . R AREaLR. W emilniEs).

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

(b)) BEEARIS TGS AN G IF St B I AR o E ST i B e . e B
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(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.

(o) WREMIESN. G, HHPNEIFCRIRTER, R4 L P HE 2R
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(c)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.



() REARITEZ. HEUNEEIF S Smh 2 AR S0 AR/, B OREES™ fh ia Ak, 51
BRSO ST S MR o A SRR B AT L e i A iy s AT i ], BRI
ffo B A ARG, BRAR

(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) DMR ZRPIE SN 458 58 1

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

(2)  AHFRBEE A 21 PR

(2) the associated data and documentation is reviewed;

(3) HPARRIAN BB NI ALHEL ), IF

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

(4 #EHM;.

(4) the authorization is dated.

(e) Misicsk. A, HAPNHLERICKARITEE) . XD R MR

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

(1) SEf R 505
(1) The acceptance activities performed,;
(2) SRR S0 3N Y H 3
(2) the dates acceptance activities are performed;
(3) 4
(3) the results;
(4) PATRIIEIHIN REIZEA
(4) the signature of the individual(s) conducting the acceptance activities; and

(5) @M, SRR, XL MAEN DHR B—#8 7).



(5) where appropriate the equipment used. These records shall be part of the DHR.
Sec.820.86  KKIRA Acceptance status.

HARLEIEE 73RBS, DABIBR B b 5 & BT SR S bt o
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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.

Subpart — A& # 5 Nonconforming Product

Sec.820.90 A& #%4H Nonconforming Product

(@) ANERE MR HHN NI RFFA GRS R o REF RO A G b (b5
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(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.

(b) AE& S HIPEE 14t B Nonconformity review and disposition.
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(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) AN IR TR, AAEER TG BEHNEATE A -S4 &, 008 5T
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(2) Each manufacturer shall establish and maintain procedures for rework, to include retesting
and reevaluation of the nonconforming product after 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.

Subpart J—2| IEFI il #4 /i Corrective and Preventive Action
Sec.820.100  4IEFITR Tt Corrective and preventive action

(a) AN IS LTI AR o REy LA LU 2K

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

(L e, #E. Pl RS ZIRE . FEIES. RSFEx. BERUF. &
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(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> HEAGHKRAERRR, WA 6 SRR R

(2) Investigating the cause of nonconformities relating to product, processes, and the quality
system;

(3D ARAEERIASE S il A B 5T 7] 5 SR AR 2H L AT T 336 it o

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

(4) R s uEA ISP, DA ORGSR R, AN S0 B 0™ A2 A A
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(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) St ic sk A TN VR ] FA) o 8 T st T BEAT FR) D7 R AR e R B

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

(6)  FADRKE TR 1) A S A% fh IO AR R, A% B X PR UIE ™ o 2 BT H B 2 1]
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(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
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(7) Submitting relevant information on identified quality problems, as well as corrective and
preventive actions, for management review.

(b)  AHR ERI PTG R B T D5k
(b) All activities required under this section, and their results, shall be documented.

Subpart K PR EL3E$E ] Labeling and Packaging Control

Sec.820.120 W #&#H5%E Device labeling.
AR FESAR T, ARG B AT
Each manufacturer shall establish and maintain procedures to control labeling activities.

() ARZEMIEEENE. PRRERLEFTENENRI, WA I, WfF. s, S K%
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(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) PRIk . PRfERESEEN BRI HTANRESAT B A7, MAGI L EwrE, A
GRS E . ERRA RO, 69 WAFEER s 2R, RILERMLEEZR. 84T,
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(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 DHR.

(c) FrRZEMINAE . HANGEE S FAR R BT, DB IEARZE I AE I (VR .

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

() ARZERIERAE . HA IR IR ORI, DI RZERIRM . TR 5 .
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(d)Labeling operations. Each manufacturer shall control labeling and packaging operations to
prevent labeling mixups. The label and labeling used for each production unit, lot, or batch
shall be documented in the DHR.

(e) F&Hil5. f£ Sec.820.65 ZRIFH| SHIHIL T, FEREN AT RE 2 5 MR &
FEB AR 7 i o



(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.

Sec.820.130 & f3% Device packaging
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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.

Subpart L—iitiz . A7 Z2AFFIZ2% Handling, Storage, Distribution, and Installation
Sec.820.140  ##iz Handling

AN ISRy, M RAESOE R P AN 2 R AR 008 R R, ISl e
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Each manufacturer shall establish and maintain procedures to ensure that mixups, damage,
deterioration, contamination, or other adverse effects to product do not occur during handling.

Sec.820.150  FfF Storage
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(a) 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 condition shall be
assessed as appropriate.

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

Sec.820.160 %24 Distribution
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(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 fithess 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)  HARCESIFOREF S AT HE S, KN AN S & 2

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

(1) W& F AR
(1) The name and address of the initial consignee;

(2) The identification and quantity of devices shipped;

(3) KizfyH Wl
(3) The date shipped; and

(4) fERREHS .
(4) Any control number(s) used.
Sec.820.170 %% Installation
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(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)) BN N AL AR ML PP St 22 e AT A0 H e ZOR IR, S 10 e ie At
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(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.

Subpart M——it. 5 Records
Sec.820.180 —ME K General requirements.
A BRI e S SR AEAE 1 JE A B Hh S, (TS BRI N 13845, FDA A
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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 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.

(a) fREE. HEANFRRV R RERICS, LA FDA 2% part 20 AA(E Bi%
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(a)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.
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(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.

(c) Blhh. KREBHAEHT Sec.820.20 (¢) EFIFH . Sec.820.22 Jfi & /%A T
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FRHE FDA R BT N A I EER, AU A PATIR ST N 51, B2 CAP T % CE B, A 4 (Part 820)
PR BEVP AT . TR R A% . 3G FH 00 (S R # AR B TE B ST IR AL, 10 B AL FE R
A7 1 B HARE AT 32 25Kk O R AU A IR e«

(c)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 provisions. 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.

Sec.820.181 Device master record
YH 25 device master record (DMR's) . ZHZH 3% Sec.820.40 [ REL AL H-HL 1
F4 DMR. &AM P= HK DMR MASEE N LN, ARG R EE:

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) WHAMIE, NEREHERE. Ko/458 (composition) . Et/7 (formulation)



AT AR AT R o

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

(b AR, SORERRREITE. AP 0rik. AP R A I .

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

(¢) BARLRIEREFARE, A REHRChR A A A 5T R ORIE B &

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

(d)  BRAFRZERTE, AHEAEH 77 AR .

(d) Packaging and labeling specifications, including methods and processes used; and
(&) 22&%. Yeih KRS HIREFFITTIE

(e) Installation, maintenance, and servicing procedures and methods.

Sec.820.184  ##%JJj i 3% Device history record

HLPRFFR A RICT (DHR's) o AR IR Ly, DAAOREL™ W DHR's
REVRAE, DLIE&RA& I HIERT S DMR AR/ (Part 820) )%k . DHR MAFELL T A
25

Each manufacturer shall maintain device history records (DHR's). Each manufacturer shall
establish and maintain procedures to 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) EP*HH#: (a) The dates of manufacture;
(b) #&=: (b) The quantity manufactured;

(c) =A% E: (c) The quantity released for distribution;

(d) FE & IS F5 DMR IS8 10 5% ; (d) The acceptance records which demonstrate
the device is manufactured in accordance with the DMR,;

(e) FEERIFRBMN N2 HIFR%5; (e) The primary identification label and labeling
used for each production unit; and

() Al &R IR S . () Any device identification(s) and control number(s) used.

Sec.820.186  Jii E AR R Quality system record
PALNARFF R EARRILTE (QSR) « QSR M ALFEASHE /3 5R 17 2h B FE P A %



{EAR AR EAE = M idsk . QSR 5, (HAPRT Sec.820.20 FRicsk. HL MR
1% 18 Sec.820.40 BRI QSR.

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.

Sec.820.198  #F 3 Complaint files.
(a) AL PRFFRYRC . HAN SIS, HEUE R R 5352 PP AT
. R RO :

(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) P BBCIREHZ IR E 107 3 R P

(1) All complaints are processed in a uniform and timely manner;
(2)  PELIRIRN TR

(2) Oral complaints are documented upon receipt; and

(3) HIFNELAL, e G e —EFHi, MNgRAZE 803 ok 804 [FEJT 2k & 1) 2
sR1h FDA 45,

(3) Complaints are evaluated to determine whether the complaint represents an event which is
required to be reported to FDA under part 803 or 804 of this chapter, Medical Device
Reporting.

(b AN BT B URHEAT PR A PRAL, DA E e A i T A AR T IAA, A
GINARAFICSR, BRI A SR RS A FR B A 7 5T N 4 5

(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) AEMATRER WA RRTT PRBEE AR S HBERIBIF, MLFH . P AIRE,
BrAE QA SRR REAT T IR A

(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.

(d) FraRINEN. P ATE 803 5t 804 #i 7 1 E R M) FDA R #5 HI4%VF, MAZEDd4%



BN 3 AT VP a . PPASATR A, NAF NSRS r i) —#R 7y, @i e
BATARIR. Fi4h, MY Sec.820.198 (e) MJEK, A i i &0 R AL AR I HE -

(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 820.198(e), records of investigation
under this paragraph shall include a determination of:

(1) WHEREEART AT K
(1) Whether the device failed to meet specifications;
(2) B&ZAGH TR MZH
(2) Whether the device was being used for treatment or diagnosis; and
(3) WA, WS IR S SRS H) R R
(3) The relationship, if any, of the device to the reported incident or adverse event.

(&) MHEMATMESRIAT AR, MBAT () REMHUERMIIRAHELR. #
EER RN

(e) 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) W&%F; The name of the device;

(2) BEIFRIHE; The date the complaint was received:;

(3)  WEAFHFIEH]S; Any device identification(s) and control number(s) used;

(4) #REMMEL . bk, Hi%; The name, address, and phone number of the complainant;
(5) IR (nature) FI4H75; The nature and details of the complaint;

(6) WA HMFLZR; The dates and results of the investigation;

(7)) PFrREUAIERSE; Any corrective action taken; and

(8) HIRMIEIE . Any reply to the complainant.

(F) LU E M FORI 015 2 3 A, AT 138 B 25 2 SR 2 R 2 A 4%
YRR A%

When the manufacturer's formally designated complaint unit is located at a site separate
from the manufacturing establishment, the investigated complaint(s) and the record(s) of



investigation shall be reasonably accessible to the manufacturing establishment.

(@) MHLE RFERFBUR AT TSR E AR L IZAE, AT iy 3R 11 sk B A 5 s AE 3¢ [
¥ Nask/XGE

If a manufacturer's 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) SR 1) 3 7o PR SR A R 36 B A B
() A location in the United States where the manufacturer's records are regularly kept; or
(2) YIER TR, (2) The location of the initial distributor.

Subpart N—/Jili% Servicing

Sec.820.200  filk%5 Servicing

(@)  HRSSAEI—PiRe € I ER I, NG ST e R TE AR 7, LT IS iiE il
Z5 T LR TE 2K

(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)  HL W% Sec.820.100 R, EITE MG THIE ST RS

(b) Each manufacturer shall analyze service reports with appropriate statistical methodology in
accordance with 820.100.

(c) B[RS A5 F I F A, Nz B2 IR A = 803 &k, 804 #5413k [7] FDA
W4, HEANEIRE B BUE— MR, 1% Sec.820.198 [ Ei sk 4bTH .

(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) MRS RN, A
(d) Service reports shall be documented and shall include:
(1) #£%&%FK: The name of the device serviced;
(2) WEPFRAER]S; Any device identification(s) and control number(s) used;
(3) fR4-HEL: The date of service;

(4) JR% A\ FGi; The individual(s) servicing the device;



(5) R IINZ: The service performed; and

(6) RIAFIEESE . The test and inspection data

Subpart O——%4ti#% R Statistical techniques

Sec.820.250 4iit#iAR Statistical techniques

(a) GRS, MRS ISR, RAE UG R E SR, DU, Sl e iE
T FRRE AN SRR AT s

(&) 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.

(b HlFEHRl. @R, TR EMSH RS TR R SIS R
Feo DA DRARE I 7 i /2 L UYIR P 3%, DR A DR AAE THRIE SO 22 PP, IX e Bl R AR
A

(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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