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§ 820.170 Installation.
(a) Each manufacturer of a device re-

quiring installation shall establish and
maintain adequate installation and in-
spection instructions, and where appro-
priate 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 other-
wise make them available to the per-
son(s) installing the device.

(b) The person installing the device
shall ensure that the installation, in-
spection, and any required testing are
performed in accordance with the man-
ufacturer’s instructions and procedures
and shall document the inspection and
any test results to demonstrate proper
installation.

Subpart M—Records

§ 820.180 General requirements.
All records required by this part

shall be maintained at the manufactur-
ing establishment or other location
that is reasonably accessible to respon-
sible officials of the manufacturer and
to employees of FDA designated to per-
form inspections. Such records, includ-
ing 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) Confidentiality. Records deemed
confidential by the manufacturer may
be marked to aid FDA in determining
whether information may be disclosed
under the public information regula-
tion 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 dis-
tribution by the manufacturer.

(c) Exceptions. This section does not
apply to the reports required by
§ 820.20(c) Management review, § 820.22

Quality audits, and supplier audit re-
ports used to meet the requirements of
§ 820.50(a) Evaluation of suppliers, con-
tractors, and consultants, but does
apply to procedures established under
these provisions. Upon request of a des-
ignated employee of FDA, an employee
in management with executive respon-
sibility shall certify in writing that the
management reviews and quality au-
dits required under this part, and sup-
plier audits where applicable, have
been performed and documented, the
dates on which they were performed,
and that any required corrective action
has been undertaken.

§ 820.181 Device master record.

Each manufacturer shall maintain
device master records (DMR’s). Each
manufacturer shall ensure that each
DMR is prepared and approved in ac-
cordance with § 820.40. The DMR for
each type of device shall include, or
refer to the location of, the following
information:

(a) Device specifications including
appropriate drawings, composition, for-
mulation, 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 cri-
teria and the quality assurance equip-
ment to be used;

(d) Packaging and labeling specifica-
tions, including methods and processes
used; and

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

§ 820.184 Device history record.

Each manufacturer shall maintain
device history records (DHR’s). Each
manufacturer shall establish and main-
tain procedures to ensure that DHR’s
for each batch, lot, or unit are main-
tained 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) The dates of manufacture;
(b) The quantity manufactured;
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