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DEPARTMENT OF PUBLlC HEALTH

3500 N. LOGAN
P.O. BOX 30038, LANBING. MIOHIGAN 40909

——a}oe:ob.r 10, 1960 3

Food: and Drug Administration ' o ST
' 8800 Rotkville Pike o L a2 _
‘Bethesca, WD 20892 | ——> L8 - L2

"‘Dur Dz. Qu!.nnane

The follovin; comnents ars offered In response to the observations listed on Form
FDA 483 which was presented to us by Messrs. Heinteelman and Rouse at the
conclusjon of their inspection on September 12 and 13, 1990,

Observation 1: Reagents quarantined in tha GNP quarantine area of Bldg. _
were gstored directly on the floor and underneath a showerhead.

Comnent Thiz showerhead has been ramoved and the pipe haas been capped-
oft. Pallets and a shelf have bsen placed in the GMP

quarantine area and no reagents are nov stored directly on the
floor.

Obwervation 2: Bloassay ——— incubator room/closed { — ————— had
stoppers, gowns, pipsts, pipst tips, test tubes, teat tuba
racks, antiquated eaquipment, mops, sponges, drying autocluve
gowns, end a pair of pant- ctoud alon; with ‘sterility test
samples. . . R

Oo-unts Extranecus materials hav- bua umnd and workers have bnn
R instructed to use thu room - nn lncubltox only. -

Observation 3: Bioassay ° 1ncubntor rom/clont ﬁ#"* ") had
ST e test tubu. stirrer, pover mpply : nnldontiuod boxu. nnd ‘.
paper ohctzophoruh unlt _-t*o ¥ ltu'llit! talt
samples. ' o :

f-’ccﬁ'nu  Extraneous mtc:hll bavo 'boon rono'nd uud vorlura have baan
o SR instructed to not use this: :oon u - -hom. area,
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j was rocordod, hovever, on vork-hoctl used by

workers - usung this lot of media.  Workers - lun “been

ln-tmcud to accurataly transcribe and nrity tut u!omuon
t:on_‘;yq ‘ota to records. .

Observation 5:

Observation 6: rroeadms uud to deternmine xxp Dutu of GMP chuucull are
inconsistent in that chemicals are given in-house exp. dates
in excess of chemical manufacturer's exp. date, i.e, lot of
T53 used in production of madia for Q.C. wvas expired.  This
practice of extended exp. dates vas observed in multiple bldgs.

Comment : The current written policy for GMP chamicals doss not address
manufacturer's expiratioa dating. A survay of all GMP
chemicals will be coanducted and this policy subseguently
revised to achieve consistency betwsen MDPH expiration dating
and that of the manufacturer.

Observation 7: ﬁ:p. alt.l for GMP items were not consistent {n that it was
difficult to determine whather tha listed date was the
t.cuvl.u‘dd;.} or the exp. date.

Comment:  The difficulty described fn'this obmervation in the tetanus
production facility arose from tha discontinued practice of

‘labeling’ oME Teagents with tha date the reagent was released

l trom GMF quurcntlnq. GMP labels now in use bear an o:plntlon

Observation 8: _

ptoduct.i.on racordn !or dlphthorh and totanuu
ong i That neither of these butnnw re used ia production
bayond .thieir expirstion dating. - Tha containers of these
-olutlon hnv- been remcvad from the’ pmdmeion u'u. o

'Cqmcntzv




‘ 'cémantz

Observation 10:

) Conmant

~ Observation 11:

Commant s

- Observation 12

-t.hn plon\m above the’ !aclutyﬁh':btlng :lnvutlgatod.
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to FDA Inspection of 9/12-9/13/90 . . s

Aseptic processing corridor had numerous dead flies resting
upon light fixturea. One fixture cover was observed to' have
a hole in it. ' ' v

A work order has been submitted to repair the defective £ixture
cover. Because the light fixtures and top side of fixture
covers are outside of the clean room environmant and bacause
these fixtures are sesled with silicone caulking, we believe
it is best to remove flies only during shutdown of the faciliys
or repair of an individual fixture. The mource of £1igx

Anthrnx produetion nciuty formentar roon) ueluau an
axhaust fan wvhich vents dlroctly -outside. The inspactors
obsexrved wind blowing directly mto t.he t.mnt-r room through
the fan vent. _ _

s

)

Anthrax prod. fac. was observed to be in a state of general
disrepair in that there was: (A) Paint peeling from the walls
(B) Exposed light fixtures {C) Cracked ceiling (D) Exposmed
racevays (E)"Dirt & filth & dust on overhead pipes

(F) Cluttered work space.

Since the inspection, the anthrax production facility :has
received a thorough cleaning. While some dust was present on
overhead pipes, no dirt and £1ilth were found, . Due to the
prasent urgent need for anthrax vaccine, the structural defects
listed in this observation cannot be immediately addressed.
As soon as- energency producuon u coaplctod. mprovmnt- to
:he ue.luty will be made. ‘

Anthrax Snd Sanple Data vorhhnt zo;- ‘FAV=-001 has -and .
XT limits specified that are not met within prod., and: are '
different for each of the individual.sub-lots, {.e. #25, 621. : '
#26 and #27 used to formulaté the. unal bulk. co

Anthrk ssed sample data w rklhntl have baen nvuod. ‘
specifying only those criteris: pcrt.i.n'nt to the noaltoring of
the acceptability of seed cultun ;rovth.
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Observation 13: Anthrax prod. records are inconsistent in that procedi
to.formulate Lot #21 are different f£rom those

-Lots #25, 26 & 27 in that media is autoclays

. for Lot #21 and filtered for sterilization 0o,

. 27. L

Coument "mn nypmed licensed procodurc for -t-uu' —
. —__ tor production states that the udlm‘
L then quiekly coolad to _— It is our

nvnv of thuo records.

Sincerely,

Division of Biologlc:Products
Bureau of Laboratory and
- Epidemiological Services
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