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(1) The standard material component 
requirements of part 160 of this chapter 
with which the component complies; or 

(2) The Use Code(s) of the component. 
(g) A statement indicating the spe-

cific provision(s) of this subchapter 
with which the component complies. 

(h) A copy of the records of all re-
quired production tests performed on 
the component lots that are covered by 
the affidavit. 

§ 164.019–13 Production quality con-
trol requirements. 

(a) General. Each component manu-
facturer shall establish procedures for 
maintaining quality control of the ma-
terials used in production, manufac-
turing operations, and the finished 
product. 

(b) Recognized laboratory oversight. 
Each manufacturer of non-standard 
components shall supplement its proce-
dures for assuring production quality 
control with a program of oversight by 
a recognized laboratory, as described in 
the oversight procedures submitted to 
the Coast Guard in accordance with 
§ 164.019–7(c)(9). The laboratory’s over-
sight program must be performed at 
the place of manufacture unless alter-
nate procedures have been accepted by 
the Commandant. 

(c) Production tests and inspections. 
Production tests and inspections must 
be conducted in accordance with this 
section and subpart 159.007 of this chap-
ter. 

(d) Responsibilities; component manu-
facturers. Each component manufac-
turer shall— 

(1) Perform all production tests and 
inspections required by the applicable 
subpart of this part; 

(2) Adhere to the accepted quality 
control procedures for the component 
as submitted to the Coast Guard in ac-
cordance with § 164.019–7(c)(8); and 

(3) Establish a continuing program of 
employee training and a program for 
maintaining production and test equip-
ment. 

(e) Responsibilities; recognized labora-
tories. The same recognized laboratory 
that performed the acceptance testing 
shall, at least quarterly, or more fre-
quently if required by the applicable 
subpart of this part or by the oversight 

procedures submitted in accordance 
with § 164.019–7(c)(9)— 

(1) Audit the component manufactur-
er’s records required by § 164.019–15; 

(2) Perform, or supervise the perform-
ance of, the tests required by this sec-
tion, the applicable subpart of this 
part, and the accepted quality control 
and oversight procedures; and 

(3) Verify, during each inspection, 
compliance by the manufacturer with 
the manufacturer’s established quality 
control program and provide a sum-
mary report of any noncompliance to 
the Commandant at least annually. 

(f) Component lots—(1) Lot numbers. 
The manufacturer shall assign a lot 
number to each group of components 
manufactured. A new lot must be start-
ed whenever any change is made in ma-
terials, design, or production method, 
and whenever any substantial disconti-
nuity in the manufacturing process 
(such as a change in shift) occurs. 
Changes in lots of incoming materials 
must be treated as changes in mate-
rials. Lots must be numbered serially. 
The lot number assigned, in combina-
tion with the unique product name or 
identification, must enable the compo-
nent manufacturer (or supplier), by re-
ferring to the records required by this 
subpart, to determine the source(s) of 
all raw materials used in that lot. 

(2) Lot size. The maximum lot size for 
any particular component must be as 
defined in the applicable subpart of 
this part. 

(g) Samples. (1) Procedures for selec-
tion of test samples, and required sam-
ple sizes, must be in accordance with 
the applicable subpart of this part. 

(2) The inspector shall select dif-
ferent samples than were tested by the 
manufacturer. 

(h) Detailed product examination—(1) 
General. In addition to the tests and in-
spections required by the applicable 
subpart of this part, the manufacturer 
or the inspector shall examine each 
sample component to determine that— 

(i) The construction, markings, and 
workmanship conform to the informa-
tion submitted in the request for ac-
ceptance; and 

(ii) The component is not otherwise 
defective. 
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(2) Inspection responsibility. The man-
ufacturer shall ensure that the inspec-
tion required by paragraph (h)(1) of 
this section is performed by a manufac-
turer’s representative familiar with the 
performance requirements for the com-
ponent, and all of the production qual-
ity control requirements. The manu-
facturer’s representative must not be 
responsible for meeting production 
schedules, or be subject to supervision 
by someone responsible for meeting 
production schedules. 

(i) [Reserved] 
(j) Accept/reject criteria. (1) A compo-

nent lot passes production testing and 
is therefore accepted if each sample 
tested passes each test. 

(2) A lot having a production test 
failure may be accepted if it meets the 
following additional test requirements. 

(i) When the basis of acceptability is 
an average result, a second sampling 
with an identical number of samples is 
taken. The results of this second sam-
pling must be averaged with the initial 
results. If the average result passes the 
test, then the lot may be accepted. 

(ii) When the basis of acceptability is 
individual sample results, a second 
sampling is taken. The size of the sec-
ond sampling must be as specified in 
the subpart of this part which covers 
the component. If each sample in this 
sampling passes the test, the lot may 
be accepted. 

(3) A rejected lot of components may 
be resubmitted for testing, examina-
tion, or inspection if— 

(i) The manufacturer first removes 
each component having the same type 
of defect or; 

(ii) After obtaining authorization 
from the Commandant or the recog-
nized laboratory, the manufacturer re-
works the lot to correct the defect. 

(4) A rejected lot or rejected compo-
nent may not be sold or offered for sale 
with the representation that it meets 
the requirements of this subpart or is 
accepted by the Coast Guard, and may 
not be used in the construction of 
Coast Guard-approved PFDs. 

(k) Facilities and equipment—(1) Gen-
eral. The manufacturer shall provide 
the test equipment and facilities for 
performing production tests, examina-
tions, and inspections described in the 
applicable subpart of this part and in 

the quality control and oversight pro-
cedures submitted in accordance with 
§ 164.019–7(c) (8) and (9). 

(2) Calibration. The manufacturer 
shall have the calibration of all test 
equipment checked at least every 6 
months by a weights and measures 
agency or by the equipment manufac-
turer, distributor, or dealer. 

(3) Facilities for inspector’s use. The 
manufacturer shall provide a suitable 
place and the necessary apparatus for 
the inspector to use in conducting or 
supervising tests. For the detailed 
product examination, the manufac-
turer shall provide a suitable working 
environment and a smooth-top table 
for the inspector’s use. 

(4) Access to facilities. The manufac-
turer shall permit the inspector to 
have access to any place in the factory 
where work is being done on PFD com-
ponents or where components are 
stored. The inspector may take sam-
ples of parts or materials entering into 
production or completed components, 
for further examinations, inspections, 
or tests. 

(l) [Reserved] 
(m) Alternate procedures for standard 

components. In lieu of the quality con-
trol procedures specified in this sec-
tion, manufacturers of standard com-
ponents may follow the quality control 
procedures in a Federal or military 
specification with which the compo-
nent is required to comply by this sub-
chapter, or equivalent procedures ac-
cepted by the Commandant. 

(n) Additional tests. The Commandant 
may prescribe additional production 
tests and inspections to maintain qual-
ity control. A representative of the 
Commandant may conduct inspections 
for compliance with the requirements 
of this subpart. 

[CGD 84–068, 58 FR 29494, May 20, 1993; 58 FR 
32416, June 9, 1993] 

§ 164.019–15 Component manufacturer 
records. 

(a) Each component manufacturer 
shall retain records as required by 
§ 159.007–13 of this chapter. 

(b) The records required by paragraph 
(a) of this section must include the fol-
lowing information: 
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