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procedures shall contain or make ref-
erence to acceptance criteria and shall 
ensure that those design outputs that 
are essential for the proper functioning 
of the device are identified. Design out-
put 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 proce-
dures to ensure that formal docu-
mented reviews of the design results 
are planned and conducted at appro-
priate stages of the device’s design de-
velopment. 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 indi-
vidual(s) performing the review, shall 
be documented in the design history 
file (the DHF). 

(f) Design verification. Each manufac-
turer shall establish and maintain pro-
cedures 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 identi-
fication of the design, method(s), the 
date, and the individual(s) performing 
the verification, shall be documented 
in the DHF. 

(g) Design validation. Each manufac-
turer shall establish and maintain pro-
cedures for validating the device de-
sign. Design validation shall be per-
formed under defined operating condi-
tions on initial production units, lots, 
or batches, or their equivalents. Design 
validation shall ensure that devices 
conform to defined user needs and in-
tended uses and shall include testing of 
production units under actual or simu-
lated use conditions. Design validation 
shall include software validation and 
risk analysis, where appropriate. The 
results of the design validation, includ-
ing identification of the design, meth-
od(s), the date, and the individual(s) 
performing the validation, shall be doc-
umented in the DHF. 

(h) Design transfer. Each manufac-
turer shall establish and maintain pro-
cedures to ensure that the device de-
sign is correctly translated into pro-
duction specifications. 

(i) Design changes. Each manufac-
turer shall establish and maintain pro-
cedures for the identification, docu-
mentation, validation or where appro-
priate verification, review, and ap-
proval of design changes before their 
implementation. 

(j) Design history file. Each manufac-
turer shall establish and maintain a 
DHF for each type of device. The DHF 
shall contain or reference the records 
necessary to demonstrate that the de-
sign was developed in accordance with 
the approved design plan and the re-
quirements of this part. 

Subpart D—Document Controls 
§ 820.40 Document controls. 

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

(a) Document approval and distribu-
tion. Each manufacturer shall des-
ignate an individual(s) to review for 
adequacy and approve prior to issuance 
all documents established to meet the 
requirements of this part. The ap-
proval, including the date and signa-
ture of the individual(s) approving the 
document, shall be documented. Docu-
ments established to meet the require-
ments of this part shall be available at 
all locations for which they are des-
ignated, used, or otherwise necessary, 
and all obsolete documents shall be 
promptly removed from all points of 
use or otherwise prevented from unin-
tended use. 

(b) Document changes. Changes to doc-
uments shall be reviewed and approved 
by an individual(s) in the same func-
tion or organization that performed 
the original review and approval, un-
less specifically designated otherwise. 
Approved changes shall be commu-
nicated to the appropriate personnel in 
a timely manner. Each manufacturer 
shall maintain records of changes to 
documents. Change records shall in-
clude a description of the change, iden-
tification of the affected documents, 
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the signature of the approving indi-
vidual(s), the approval date, and when 
the change becomes effective. 

Subpart E—Purchasing Controls 

§ 820.50 Purchasing controls. 

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

(a) Evaluation of suppliers, contractors, 
and consultants. Each manufacturer 
shall establish and maintain the re-
quirements, including quality require-
ments, that must be met by suppliers, 
contractors, and consultants. Each 
manufacturer shall: 

(1) Evaluate and select potential sup-
pliers, contractors, and consultants on 
the basis of their ability to meet speci-
fied requirements, including quality re-
quirements. The evaluation shall be 
documented. 

(2) Define the type and extent of con-
trol 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. 

(b) Purchasing data. Each manufac-
turer shall establish and maintain data 
that clearly describe or reference the 
specified requirements, including qual-
ity requirements, for purchased or oth-
erwise 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—Identification and 
Traceability 

§ 820.60 Identification. 

Each manufacturer shall establish 
and maintain procedures for identi-
fying product during all stages of re-

ceipt, production, distribution, and in-
stallation to prevent mixups. 

§ 820.65 Traceability. 

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 sig-
nificant injury to the user shall estab-
lish and maintain procedures for iden-
tifying with a control number each 
unit, lot, or batch of finished devices 
and where appropriate components. 
The procedures shall facilitate correc-
tive action. Such identification shall 
be documented in the DHR. 

Subpart G—Production and 
Process Controls 

§ 820.70 Production and process con-
trols. 

(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 specifica-
tions could occur as a result of the 
manufacturing process, the manufac-
turer shall establish and maintain 
process control procedures that de-
scribe any process controls necessary 
to ensure conformance to specifica-
tions. Where process controls are need-
ed they shall include: 

(1) Documented instructions, stand-
ard operating procedures (SOP’s), 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 ref-
erence standards or codes; 

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

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

(b) Production and process changes. 
Each manufacturer shall establish and 
maintain procedures for changes to a 
specification, method, process, or pro-
cedure. Such changes shall be verified 
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