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October 17, 2003

WARNING LETTER

CERTIFIED MAIL
RETURN RECEIPT REQUESTED

Mr. James F. Wilson
President

Medi-Stat, Inc.

77 Deerwood Drive
Littleton, Colorado 80217

Ref. #: DEN-04-01
Dear Mr. Wilson:

During May 9 through 21, 2003, Investigator Nicholas R. Nance from the U. S. Food and Drug
Administration (FDA), and Environmental Protection Specialist Vicki L. Smith with the State of
Colorado Department of Health, conducted an inspection of your establishment in Lakewood,
Colorado. The inspection revealed that your firm reprocesses various single use pulse oximeter
sensor devices. These are devices as defined by Section 201(h) of the Federal Food, Drug, and
Cosmetic Act (the Act) because they are intended for use in the diagnosis of disease or other
conditions, or in the cure, mitigation, treatment, or prevention of disease in man or other animals.

The above stated inspection revealed that these devices are adulterated within the meaning of
Section 501(h) of the Act, in that the methods used in, or the facilities or controls used for
manufacturing, packing, storage, or installation are not in conformance with the Current Good
Manufacturing Practice (CGMP) requirements for medical devices which are set forth in the
Quality System regulation, as specified in Title 21, Code of Federal Regulations (21 CFR), Part
820. Significant deviations include, but are not limited to the following:

1. Failure to validate a process with a high degree of assurance and approve the process
according to established procedures, and failure to document the validation activities and
result, as required by 21 CFR 820.75(a). For example, the following processes have not been
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There is no documentation to demonstrate that the sterilization, application of plastic
laminate, or the use of cleaning agents on the pulse oximeter sensors do not adversely affect
the safety or operation of the devices.

There is no documentation to show the final testing used by your firm assures that the
devices meet the original equipment manufacturers’ specifications.

There is no documentation to demonstrate the number of times these devices may be
subjected to multiple resterilizations and cleaning.

2. Failure to establish and maintain procedures to control the design of the device in order to
ensure that specified design requirements are met, as required by 21 CFR 820.30. For
example:

Your firm has failed to establish and maintain design control procedures to include design
and development planning; design input; design output; design review; design verification;
design validation; design transfer; design changes and creation of design history files. You
have not established procedures to monitor the devices for any changes made by the original
equipment manufacturers in the design, composition, or labeling of the devices, so as to
change your processing steps, accordingly.

3. Failure to maintain complete device history records (DHR) to assure that each batch, lot, or
unit is manufactured in accordance with the device master record (DMR), as required by 21
CFR 820.184. For example:

Our investigator observed an incomplete DHR that did not contain information regarding all
the required processing steps, acceptance records or the approval signature. Also, there was
no information concerning the label and labeling used in the manufacture of the specific
devices.

4. Failure to establish and maintain procedures for quality audits to assure that the quality
system 1s in compliance with the established quality system requirements and to determine
the effectiveness of the quality system, and failure to document the results of the quality
audits, as required by 21 CFR 820.22. For example:

Your audit procedure does not address the areas to be audited, the audit frequency or the
performance of re-audits, if necessary.

5. Failure to establish and maintain procedures to ensure that all inspection, measuring, and test
equipment, including mechanical, automated, or electronic inspection and test equipment, is
suitable for its intended purposes, is capable of producing valid results, and is routinely
calibrated, inspected, checked and maintained, as required by 21 CFR 820.72. For example:

The operator’s manual for the x >< ><>< >< recommends annual calibration in order to
assure valid results. Your records that FDA inspected in May 2003 indicate that the last
calibration occurred in XX >< < Also, there was no evidence of calibration or periodic
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maintenance forthe X 755 X N D < 2 < X s 3D

< <. , used for final testing. The purpose of periodic calibration and maintenance is to
assure that the results obtained are within acceptable limits. If the equipment used for testing
1s out of specification, all of the testing performed with that equipment must be questioned.

We are in receipt of your correspondence dated June 6, 2003 in response to the FD-483 issued at
the conclusion of the inspection. Your response is inadequate for the following reasons:

With regard to validation, you state that your data base contains enough reprocessed
pulse oximeter sensor information and history to validate your reprocessing process.
However, your response does not include any raw testing data to justify this statement.
In fact, our inspection disclosed that you do not record the actual test results for any
devices you reprocess. Without such documentation, there is no evidence showing that
the devices meet the original equipment manufacturers’ specifications when they leave
your facility. The database referred to in your response is strictly a x »< >< ><

X > > 2=~ > >< >< Your Device Tracking Form shows how many devices
were shipped and although it may indicate the number of failed devices, it does not
indicate the cause of the failures, or if you conducted any investigation as to the reason
for the failure. Your response also indicates that you perform ><- testing of all pulse
oximeter sensors but, again, you do not document the actual test results. Without
documentation of the results, there is no evidence that testing is performed.

The Quality Audit Procedures you propose in response to Observation 2 state that you
will perform audits on an annual basis, >T > ><T = > Se= S

S > >< > 7 An audit implies that you will evaluate an entire system or
process, not just an isolated action as you did in response to the Device Tracking Form
for >< >< ~>< What you performed is more appropriately called a corrective
action, taken in response to a deviation from standard operating practices. There is no
evidence that you reviewed all the Device Tracking Forms to determine if there were any
similar deviations. It is unclear from your Quality Audit Procedures how a problem
within your reprocessing system will be identified or what constitutes an appropriate
audit. Also, there are no scheduled dates listed for the performance of the audit, nor are
there criteria listed in order to define the successful completion.

The Device Master Record you submitted is inadequate. A Device Master Record is
specific for each device and must include or refer to the location of the following
information: a.) device specifications, including appropriate drawings, composition,
formulation, 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 criteria and the quality assurance
equipment to be used; d.) packaging and labeling specifications, including methods and
processes used; and e.) installation, maintenance and servicing procedures and methods.
The Device Master Record you submitted is inadequate in that it does not specifically
contain all of the required information listed above for each type of oximeter sensor you
reprocess. The Device History Record you attached is also inadequate in that it does not
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demonstrate that each device was reprocessed in accordance with the Device Master
Record. For example, as discussed above, the Device Tracking Form does not document
the testing resuylts to show that the released devices meet specifications. All acceptance
records must be contained in the Device History Record, as well as the dates of
reprocessing, quantity reprocessed, quantity released, the primary identification label and
labeling used for each production unit, as well as any device identification and control
numbers used.

Design control procedures require establishing a pre-determined and documented set of
characteristics or specifications which are to be met to ensure that the device conforms to
its mtended use, including the needs of the user and patient. The original equipment
manufacturer is required to have drawings, blueprints, diagrams, specifications,
procedures and processes to demonstrate that the final device meets its intended use.
You have not supplied any of the original equipment manufacturers’ specifications and
therefore, you cannot assure that the devices reprocessed by you meet the original
specifications. Also, you state under design review that you will continually monitor the
design of the reprocessing process as well as any design changes the OEM may make to
the sensor being reprocessed. You have not demonstrated how your firm will detect non-
visual or non-apparent changes that may be made to the composition of the devices’
materials or to the sensitivity of the device. Without knowing such changes, your
reprocessing may have an adverse impact on the operation/precision of the devices.

Finally, with regards to observation 5, you state that you have initiated a >< >< ><

<~« policy for the calibration of the >< =< >  the ><_ and the

XX > > > S« > > You will only calibrate these instruments
if they fail. As stated above, since these instruments are used to release the reprocessed
devices, it is imperative that the results are accurate. Your device master record states
that the accuracy is <, or better over the range of <= > saturation. If these
instruments are inaccurate, the devices you reprocess will not meet these requirements.
You need to follow the manufacturers’ recommended calibration schedule or provide
written justification why these instruments do not require calibration.

Furthermore, our records indicate that you do not have marketing clearance or approval for the
oximeter sensors before you offered them for sale. You submitted a premarket notification for a
device identified as Reprocessed Nellcor™ < ><< ><_ > >< Oxisensor® II and
Ohmeda O-NT sensors that was received by the FDA on June 22, 2001. This notification was
assigned number >4 Review of this notification resulted on April 24, 2002, in a not
substantially equivalent decision for lack of in vivo data.

You appealed this decision. In a letter dated August 7, 2002, your appeal was rejected by the
Director, Office of Device Evaluation.

You followed with letters, dated November 14, 2002, addressed to Secretary Thompson and Dr.
McClellan, Commissioner of the Food and Drug Administration. Our response to these letters
advised you that your next level of appeal would be with the Director, Center for Devices and
Radiological Health. On January 16, 2003, you wrote to the Center Director, stating that you
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would follow up with the Director within 30-60 days to define the specifics of your appeal. To
our knowledge, we have not received such an appeal.

Your promotion and introduction into interstate commerce of the oximeter sensors render them
adulterated under section 501(£)(1)(B) of the Act, for failure to obtain FDA premarket approval,
and misbranded under section 502(0) of the Act, for failure to notify the agency of your intent to
introduce the device into commercial distribution, as required by section 510(k) of the Act. For a
product requiring premarket approval before marketing, the notification required by section
510(k) of the act is deemed to be satisfied when a premarket approval application (PMA) is
pending before the agency. 21 CFR 807.81(b).

This letter is not intended to be an all-inclusive list of deficiencies at your facility. It is your
responsibility to ensure that your establishment is in compliance with all requirements 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
establishment’s quality system. You are responsible for investigating and determining the causes
of the violations identified by the FDA. You also must promptly initiate permanent corrective
and preventive action on your Quality System.

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. Additionally,
FDA will not approve an application for premarket approval for Class III devices to which the
Quality System regulation deficiencies are reasonably related until the violations are corrected.
Also, no requests for FDA export documents will be approved until the violations related to the
subject devices have been corrected.

You should take prompt action to correct these deviations. Failure to promptly correct these
deviations may result in regulatory action being initiated by us without further notice. These
actions include, but are not limited to, seizure, injunction, and/or civil penalties.

You should notify this office in writing within fifteen (15) working days of receipt of this letter
of any other additional steps you have taken to correct the noted violations and to prevent their
recurrence. If corrective action cannot be completed within fifteen (15) working days, state the
reason for the delay and the time within which the corrections will be completed.

Your response should be sent to Regina A. Barrell, Compliance Officer, Food and Drug
Administration, Denver District, P. O. Box 25087, Denver, CO 80225-0087. If you have any
further questions, please feel free to contact Ms. Barrell at (303) 236-3043.

Sincerely,

B. Belinda Collins
District Director
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