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assembles, or processes a finished de-
vice. Manufacturer includes but is not 
limited to those who perform the func-
tions of contract sterilization, installa-
tion, relabeling, remanufacturing, re-
packing, or specification development, 
and initial distributors of foreign enti-
ties performing these functions. 

(p) Manufacturing material means any 
material or substance used in or used 
to facilitate the manufacturing proc-
ess, 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. 

(q) Nonconformity means the non-
fulfillment of a specified requirement. 

(r) Product means components, manu-
facturing materials, in- process de-
vices, finished devices, and returned 
devices. 

(s) Quality means the totality of fea-
tures and characteristics that bear on 
the ability of a device to satisfy fit-
ness-for-use, including safety and per-
formance. 

(t) Quality audit means a systematic, 
independent examination of a manufac-
turer’s quality system that is per-
formed at defined intervals and at suf-
ficient frequency to determine whether 
both quality system activities and the 
results of such activities comply with 
quality system procedures, that these 
procedures are implemented effec-
tively, and that these procedures are 
suitable to achieve quality system ob-
jectives. 

(u) Quality policy means the overall 
intentions and direction of an organi-
zation with respect to quality, as es-
tablished by management with execu-
tive responsibility. 

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

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

(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) Specification means any require-
ment with which a product, process, 
service, or other activity must con-
form. 

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

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

(2) Design validation means estab-
lishing by objective evidence that de-
vice specifications conform with user 
needs and intended use(s). 

(aa) Verification means confirmation 
by examination and provision of objec-
tive evidence that specified require-
ments have been fulfilled. 

§ 820.5 Quality system. 
Each manufacturer shall establish 

and maintain a quality system that is 
appropriate for the specific medical de-
vice(s) designed or manufactured, and 
that meets the requirements of this 
part. 

Subpart B—Quality System 
Requirements 

§ 820.20 Management responsibility. 
(a) Quality policy. Management with 

executive responsibility shall establish 
its policy and objectives for, and com-
mitment to, quality. Management with 
executive responsibility shall ensure 
that the quality policy is understood, 
implemented, and maintained at all 
levels of the organization. 

(b) Organization. Each manufacturer 
shall establish and maintain an ade-
quate organizational structure to en-
sure that devices are designed and pro-
duced in accordance with the require-
ments of this part. 

(1) Responsibility and authority. Each 
manufacturer shall establish the appro-
priate responsibility, authority, and 
interrelation of all personnel who man-
age, perform, and assess work affecting 
quality, and provide the independence 
and authority necessary to perform 
these tasks. 
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(2) Resources. Each manufacturer 
shall provide adequate resources, in-
cluding the assignment of trained per-
sonnel, for management, performance 
of work, and assessment activities, in-
cluding internal quality audits, to 
meet the requirements of this part. 

(3) Management representative. Man-
agement with executive responsibility 
shall appoint, and document such ap-
pointment of, a member of manage-
ment who, irrespective of other respon-
sibilities, shall have established au-
thority over and responsibility for: 

(i) Ensuring that quality system re-
quirements are effectively established 
and effectively maintained in accord-
ance with this part; and 

(ii) Reporting on the performance of 
the quality system to management 
with executive responsibility for re-
view. 

(c) Management review. Management 
with executive responsibility shall re-
view the suitability and effectiveness 
of the quality system at defined inter-
vals and with sufficient frequency ac-
cording to established procedures to 
ensure that the quality system satis-
fies the requirements of this part and 
the manufacturer’s established quality 
policy and objectives. The dates and re-
sults of quality system reviews shall be 
documented. 

(d) Quality planning. Each manufac-
turer shall establish a quality plan 
which defines the quality practices, re-
sources, and activities relevant to de-
vices that are designed and manufac-
tured. The manufacturer shall estab-
lish how the requirements for quality 
will be met. 

(e) Quality system procedures. Each 
manufacturer shall establish quality 
system procedures and instructions. An 
outline of the structure of the docu-
mentation used in the quality system 
shall be established where appropriate. 

§ 820.22 Quality audit. 
Each manufacturer shall establish 

procedures for quality audits and con-
duct such audits to assure that the 
quality system is in compliance with 
the established quality system require-
ments and to determine the effective-
ness of the quality system. Quality au-
dits shall be conducted by individuals 
who do not have direct responsibility 

for the matters being audited. Correc-
tive 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 manage-
ment having responsibility for the 
matters audited. The dates and results 
of quality audits and reaudits shall be 
documented. 

§ 820.25 Personnel. 
(a) General. Each manufacturer shall 

have sufficient personnel with the nec-
essary education, background, train-
ing, and experience to assure that all 
activities required by this part are cor-
rectly performed. 

(b) Training. Each manufacturer shall 
establish procedures for identifying 
training needs and ensure that all per-
sonnel are trained to adequately per-
form their assigned responsibilities. 
Training shall be documented. 

(1) As part of their training, per-
sonnel shall be made aware of device 
defects which may occur from the im-
proper performance of their specific 
jobs. 

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

Subpart C—Design Controls 

§ 820.30 Design controls. 
(a) General. (1) Each manufacturer of 

any class III or class II device, and the 
class I devices listed in paragraph (a)(2) 
of this section, shall establish and 
maintain procedures to control the de-
sign of the device in order to ensure 
that specified design requirements are 
met. 

(2) The following class I devices are 
subject to design controls: 

(i) Devices automated with computer 
software; and 

(ii) The devices listed in the fol-
lowing chart. 

Section Device 

868.6810 ........ Catheter, Tracheobronchial Suction. 
878.4460 ........ Glove, Surgeon’s. 
880.6760 ........ Restraint, Protective. 
892.5650 ........ System, Applicator, Radionuclide, Manual. 
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