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May 23, 1997 Chicago District

300 8. Riverside Plaza, Sulte 850 South

Chicago, lliinois 60608
CHI-29-97 Telephone: 312-383-6883

RETURN RECEIPT REQUESTED
Mr. Kenneth Maltas, Proaidént
Orion Life Systems, Inc.

_eesw S yw st e

97 narquardt Drive
Wheeling, IL 60090-6423

Dear Mr. Maltas:

During an inspection of your firm from March 21 to April 15, 1997,
Investigator Tamara Alicea determined that your firm manufactures
prefilled syringes (for flushing devices) and medical procedure

kits. Prefilled syringes and medical procedure kits are devices as

defined by Section 201(h) of the Federal Food, Drug, and Cosmetic
Act (the Act).

The inspection revealed that the methods used in, or the facilities
or controls wused for manufacturing, packing, storage, or
installation are not in conformance with the Good Manufacturing
Practice (GMP) Regulations for Medical Devices and Drugs, as

specified in Title 21, Codae of Fedaral Regulations (CFR), Parts 820

and 211, as follows:

1. Failure to control changes to manufacturing processes and
device packaging. For example, the radiation dose range was
widened for the sterilization of water, saline and acetic acid
jars and syringes. The effect of the (radiation dose) change
on product packaging was not evaluated before effecting this
change. Also, a change was made adding two inner pouches to
the chevron pouch for 60cc syringes. Product was manufactured
and packaged on February 13, 1997. The change documentation

was G?Q'O‘v’ed on l‘nhru-r\') Qn 1997,

2. Failure to maintain stability data that supports the storage
conditions and expiration dates for device kits containing
drugs: povidone jiodine and hydrogen peroxide.

3. Sterility failures in samples from dose audits (of the gamma
irradiation cycles) are replaced with new units and retested.
In April 1996 and June 1996, sterility test failures were
found during the quarterly dose audits. After your contract
laboratory determined that the vials were contaminated within
the lab, replacement vials were retrieved and retested to

obtain the acceptable number of vials. A complete sample
retest should be made.
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lge the receipt of your response to our FDA 483, dated
7. We have reviewed your response and find that it
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is not intended to be an all-inclusive 1list 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 FDA 483 issued
at tho closeout of the inspection may be symptomatic of serious

underlying prooxoml 1n your rxrm's manu:accu:xng ana quality
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initiate permanent correctiv
In order to facilitate FDA in making the determination that such
corrections have been made and thereby enabling FDA to withdraw its
advisory to other federal agencies concerning the award of
government contracts, and to resume marketing clearance, and export

clearance for products manufactured at your facility, we are
requesting that you submit to this office on the schedule below,
certification by an cutaide expert nnnslltent hat it has conducted

e expert consu nt that it has c
i

A
an Judit of your firm uality assurance systems
relative to the requirements of the device and druq GMP regulations
(21 CFR, Parts 820 and 211). You should also submit a copy of the
consultant’s report, and certification by your firm’s CEO (if other

than yourseif) that he or she has reviewed the consulitant’s report
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called for in the report. The attacchad guidance may be helpful in
enlartinn an annraonriatae conaultant .
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The initial certifications of audit and corrections and subsequent
certifications of updated audits and corrections (if required)
should be submitted to this office by the following dates:

o Initial certification by consuitant - 6/15/97
o Subsequent certification - 6/15/98

Until these violations are corrected; and FDA has documentation to
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establish that such corrections have been made, Federal Agencies
will be 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, no export

approval requests will be approved.
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Please notify this office in writing within 15 working days of
receipt of this letter regarding the specific steps you have taken
to correct the above violations, including an explanation of each
step being taken to prevent tno recurrence of simxlar violations.
if corrective action cannot be compieted within 15 working days
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state the reason for the delay and the time within which the
corrections will be completed.
Your response should be sent to Stephen D. Eich, Compliance
Officer.
_—Sincerely,
7~ N
NEPAY CIN (/
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Di_trifG Director
Enclosure

cc: Mr. John Laemmar . )
Executive Vice President/Co-Owner
Orion Life Systems, Inc.

§7 Marquardt Orive
wheeling, IL 60090-6423



