§820.60

(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-
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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
or where appropriate validated accord-
ing to §820.75, before implementation
and these activities shall be docu-
mented. Changes shall be approved in
accordance with §820.40.

(c) Environmental control. Where envi-
ronmental conditions could reasonably
be expected to have an adverse effect
on product quality, the manufacturer
shall establish and maintain proce-
dures to adequately control these envi-
ronmental conditions. Environmental
control system(s) shall be periodically
inspected to verify that the system, in-
cluding necessary equipment, is ade-
quate and functioning properly. These
activities shall be documented and re-
viewed.

(d) Personnel. Each manufacturer
shall establish and maintain require-
ments for the health, cleanliness, per-
sonal practices, and clothing of per-
sonnel if contact between such per-
sonnel 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) Contamination control. Each manu-
facturer shall establish and maintain
procedures to prevent contamination of
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