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1t appears that little emphasis has becn placed on' the
jmportance of insuring the accuracy of the registration
listing and little use has been made of it. The Director,
pivision of Case Guidance, stated that the annual- regis-
tration requirement is not strictly enforced by [DA because
~yhre the firm registers, it.is maintained on the OEI listing,
Further, we were told by FDA headquarters officials that
they rely on district office personnel to monitor the list%
. ing. However, guidelines have not been provided to the
district offices instructing them how to perform the ’
monitoring. B

OFFICIAL ESTABLISHMENT INVENTORY -

‘ FDA officials told us that the OEI is a'useful, essential
management tool, and that it is used in resource allocation
and inspection planninZ. A district official said, however,
that the OEI contains firms: erroneously classified as drug
producers, and thus portfays'd false image of flrms

requiring biennial inspections.
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A total of 1,396 f;;ms were-alﬁsgifled as drug producers
on the 1971 OFI llstlug for the 3 dlstrlcts included in
our review.,! However, 368 of these firms® did not appear on
FDA's registration listing, District records of 204 of the
368 firms showed 67 had not reglstered‘“ZS had registered but
were not on the list, and 405 were misclassified.on the OEI
and not required to be rqustered or inspected biennially,
Information was inadequate to determine the classification
of 6 of the remaining'7 fxrms and r, £1rm was listed tw1ce.

A data processing supcrv orin one FDA district
attributed the inaccurate and 1ucomp1ete information to

1THe difference botween the total number of firms identified
by the OEI and the narrative inspectidn history as dis-
cussed previously on p.30 had not been reconciled by FDS at
the time of our review. - FDA has contracted with a

private credit organization to obtﬁln data on establish-
ments whose products may be suchct to FDA regulatory
authority. The contract required the “data to be reconciled
with current FDA inventory records.
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