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(e) Acceptance records. Each manufac-
turer shall document acceptance ac-
tivities required by this part. These 
records shall include: 

(1) The acceptance activities per-
formed; 

(2) the dates acceptance activities 
are performed; 

(3) the results; 
(4) the signature of the individual(s) 

conducting the acceptance activities; 
and 

(5) where appropriate the equipment 
used. These records shall be part of the 
DHR. 

§ 820.86 Acceptance status. 
Each manufacturer shall identify by 

suitable means the acceptance status 
of product, to indicate the conformance 
or nonconformance of product with ac-
ceptance criteria. The identification of 
acceptance status shall be maintained 
throughout manufacturing, packaging, 
labeling, installation, and servicing of 
the product to ensure that only prod-
uct which has passed the required ac-
ceptance activities is distributed, used, 
or installed. 

Subpart I—Nonconforming 
Product 

§ 820.90 Nonconforming product. 
(a) Control of nonconforming product. 

Each manufacturer shall establish and 
maintain procedures to control product 
that does not conform to specified re-
quirements. The procedures shall ad-
dress the identification, documenta-
tion, evaluation, segregation, and dis-
position of nonconforming product. 
The evaluation of nonconformance 
shall include a determination of the 
need for an investigation and notifica-
tion of the persons or organizations re-
sponsible for the nonconformance. The 
evaluation and any investigation shall 
be documented. 

(b) Nonconformity review and disposi-
tion. (1) Each manufacturer shall estab-
lish and maintain procedures that de-
fine the responsibility for review and 
the authority for the disposition of 
nonconforming product. The proce-
dures shall set forth the review and dis-
position process. Disposition of non-
conforming product shall be docu-
mented. Documentation shall include 

the justification for use of noncon-
forming product and the signature of 
the individual(s) authorizing the use. 

(2) Each manufacturer shall establish 
and maintain procedures for rework, to 
include retesting and reevaluation of 
the nonconforming product after re-
work, to ensure that the product meets 
its current approved specifications. Re-
work and reevaluation activities, in-
cluding a determination of any adverse 
effect from the rework upon the prod-
uct, shall be documented in the DHR. 

Subpart J—Corrective and 
Preventive Action 

§ 820.100 Corrective and preventive ac-
tion. 

(a) Each manufacturer shall establish 
and maintain procedures for imple-
menting corrective and preventive ac-
tion. The procedures shall include re-
quirements for: 

(1) Analyzing processes, work oper-
ations, concessions, quality audit re-
ports, quality records, service records, 
complaints, returned product, and 
other sources of quality data to iden-
tify existing and potential causes of 
nonconforming product, or other qual-
ity problems. Appropriate statistical 
methodology shall be employed where 
necessary to detect recurring quality 
problems; 

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

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

(4) Verifying or validating the correc-
tive and preventive action to ensure 
that such action is effective and does 
not adversely affect the finished de-
vice; 

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

(6) Ensuring that information related 
to quality problems or nonconforming 
product is disseminated to those di-
rectly responsible for assuring the 
quality of such product or the preven-
tion of such problems; and 

(7) Submitting relevant information 
on identified quality problems, as well 
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as corrective and preventive actions, 
for management review. 

(b) All activities required under this 
section, and their results, shall be doc-
umented. 

Subpart K—Labeling and 
Packaging Control 

§ 820.120 Device labeling. 
Each manufacturer shall establish 

and maintain procedures to control la-
beling activities. 

(a) Label integrity. Labels shall be 
printed and applied so as to remain leg-
ible and affixed during the customary 
conditions of processing, storage, han-
dling, distribution, and where appro-
priate use. 

(b) Labeling inspection. Labeling shall 
not be released for storage or use until 
a designated individual(s) has exam-
ined the labeling for accuracy includ-
ing, where applicable, the correct 
unique device identifier (UDI) or uni-
versal product code (UPC), expiration 
date, control number, storage instruc-
tions, handling instructions, and any 
additional processing instructions. The 
release, including the date and signa-
ture of the individual(s) performing the 
examination, shall be documented in 
the DHR. 

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

(d) Labeling operations. Each manu-
facturer shall control labeling and 
packaging operations to prevent label-
ing mixups. The label and labeling used 
for each production unit, lot, or batch 
shall be documented in the DHR. 

(e) Control number. Where a control 
number is required by § 820.65, that con-
trol number shall be on or shall accom-
pany the device through distribution. 

[61 FR 52654, Oct. 7, 1996, as amended at 78 FR 
58822, Sept. 24, 2013] 

§ 820.130 Device packaging. 
Each manufacturer shall ensure that 

device packaging and shipping con-
tainers are designed and constructed to 
protect the device from alteration or 
damage during the customary condi-
tions of processing, storage, handling, 
and distribution. 

Subpart L—Handling, Storage, 
Distribution, and Installation 

§ 820.140 Handling. 
Each manufacturer shall establish 

and maintain procedures to ensure that 
mixups, damage, deterioration, con-
tamination, or other adverse effects to 
product do not occur during handling. 

§ 820.150 Storage. 
(a) Each manufacturer shall establish 

and maintain procedures for the con-
trol of storage areas and stock rooms 
for product to prevent mixups, damage, 
deterioration, contamination, or other 
adverse effects pending use or distribu-
tion and to ensure that no obsolete, re-
jected, 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 condi-
tion shall be assessed as appropriate. 

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

§ 820.160 Distribution. 
(a) Each manufacturer shall establish 

and maintain procedures for control 
and distribution of finished devices to 
ensure that only those devices ap-
proved 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 fitness 
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) Each manufacturer shall main-
tain distribution records which include 
or refer to the location of: 

(1) The name and address of the ini-
tial consignee; 

(2) The identification and quantity of 
devices shipped; 

(3) The date shipped; and 
(4) Any control number(s) used. 

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

quiring installation shall establish and 
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