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Dear Mr. bvans:
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Failure to promptly remove all obsolete documents from all points of use, as required by
21 CFR 820.40(a). For example, S, Printed Circuit Board Assembly, is no longer
applicable to the method used for PCB assemblies in that m solder is

no longer used (see #2.b. of NN, oeuNBANIE® s no longer used for cleaning (see
#2.a. of' m and no external assembly or wave soldering is performed (see #4 of

Failure to adequately establish procedures for implementing corrective and preventive
action. For example, whllew Investigation of Product Complaints and Failures,
references corrective and preventive subject matter, it does not meet all of the
requirements of 21 CFR 820.100(a). In addition, the Quahty Manual states tnam
is Corrective and Preventive Action, but the actualm is titled “Investigation of

Product Complaints and Failures.”

Failure to document verification or validation activities for corrective and preventive

actions, as required by 21 CFR 820.100(a). For examplie, there is no verification or

e TR T ST
validation documentation for the modification identified mm to ensure that
the corrective and preventive action is effective and does not adversely affect the finished
device.

Failure to ensure that information related [O q ality problems or nor
disseminated to those directiy responsm for ] ]
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required by 21 CFR 820.100(a)(6). For exan
showed a known corrective acuonm

. - e o e Tes
f .

implemented to correct a repeare non-con

Vo £ -~ A o2 At a2

depletion problem for a device distribut

3
)

o
-

3
S8
> £

o
[\
(@]
)
-
~
)
-
11
Qo
=
«w
>4

3
£
b
s
o
.
w
2
T
]
-

o
=R



Page 3 - Mr. Ron Evans

10. Failure to establish the appropriate responsibility, authority, and interrelation of all
personnel who manage, perform, and assess work affecting quality, as required by 21 CFR .
820.20(b)(1). For example, the job description for the Quality Control Manager is not
complete in that the responsibility and authority for the position has not been established.

This letter is not intended to be an all-inclusive list of deficiencies at your facility. It is your
responsibility to ensure adherence to each requirement of the Act and regulations. The
specific violations noted in this letter and in the form FDA 483 issued at the conclusion of the
inspection may be symptomatic of serious underlying problems in your firm’s manufacturing
and quality assurance system. You are responsible for investigating and determining the
causes of the violations identified by the Food and Drug Administration. If the causes are
determined to be systems problems, you must promptly initiate permanent corrective actions.

Federal agencies are advised of the issuance of all Warning Letters about devices so that they
may take this information into account when considering the award of contracts. Given the
serious nature of these violations of the Act, all infusion device analyzers manufactured by
Datrend Systems Inc. of Delta Canada may be detained upon entry into the United States
(U.S.) until these violations are corrected.

In order to remove the devices from this detention, it will be necessary for you to provide a
written response to the charges in this Warning Letter for our review. We acknowledge your
January 29, 2001 response to the FDA 483. Review of your response indicates that it is
inadequate in that (1) you have not implemented your proposed changes, or (2) you did not
submit the necessary documentation to show that adequate correction has been achieved.
After we notify you that you have submitted an adequate response, it will be your
responsibility to schedule an inspection of your facility. As soon as the inspection has taken -
place, and the implementation of your corrections have been verified, your products may
resume entry into this country.

Please notify this office in writing within 15 days of the specific steps you have taken to
correct the noted violations, including an explanation of each step being taken to identify and
make correction to any underlying systems problems necessary to assure that similar violations
will not recur. Please include any and all documentation to show that adequate correction has
been achieved. In the case of future corrections, an estimated date of completion, and
documentation showing plans for correction, should be included with your response to this
letter. If documentation is not in English, please provide an English translation to facilitate
our review. Please address your response and any questions to the Food and Drug
Administration, Center for Devices and Radiological Health, Office of Compliance, Division
of Enforcement II, General Hospital Devices Branch, HFZ-333, 2098 Gaither Road,
Rockville, Maryland 20850, to the attention of Ms. Carolyn Niebauer.
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Should you require any assistance in understanding the contents of this letter, do not hesitate to
contact Ms. Leslie E. Dorsey at the letterhead address or at 301.594.4618 or FAX
301.594.4638.

Sincerely yours,

ffice of Compliance
Center for Devices and Radiological Health



