IN THE MATTER OF * BEFORE THE

CENTRAL ADMIXTURE * MARYLAND
PIHARMACY SERVICES, INC.

* BOARD OF
Permit Nos. PW0184/D01075

* OF PHARMACY

* * & * * * * * * * * * *

ORDER OF REINSTATEMENT

Background

On November 15, 2005, the Maryland Board of Pharmacy (the “Board”) issued an
Order for Summary Suspension against the pharmacy and distributor permits held by Central
Admixture Pharmacy Services, Inc. (“CAPS”) based upon its failure to adhere to standards
for aseptic stetile compounding as required by United States Pharmacopeia (“USP™), Chapter
797.

A show cause hearing was held on December 7, 2005, before a quorum of the Board.
Thereafier, the Board entered into a Consent Order (attached as Exhibit A) with CAPS on
January 10, 2006, in which CAPS agreed to the suspension of its perrrﬁts until such time that

CAPS: (1) submitted a corrective action plan approved by the Board; and (2) implemented

the corrective action plan to the Board’s satisfaction.

FINDINGS OF FACT

1. The Board approved CAPS’ corrective action plan in which CAPS detailed
extensive revisions to its sterile compounding procedures and quality assurance program.

2. On January 23, 2006, Board representatives conducted an on-site inspection of

CAPS’ Lanham facility.
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3. As aresult of the inspection, the Board’s inspector made three recommendations
for the implementation of CAPS’ corrective action plan, two of which the Board will adopt.
The Board’s inspector also recommended a follow-up inspection of the facility within 3-6

months.

CONCLUSIONS OF LAW

CAPS has complied with the terms of reinstatement set forth in the Consent
Order, dated January 10, 2006, and it has a sufficient corrective action plan that has been
adequately implemented.
ORDER
Based on the foregoing Findings of Fact and Conclusions of Law, it is this 30 day

i
of Y A4, 2006, by an affirmative vote of a majority of the Board, hereby,

ORDERED that the suspension of Permit Nos. PW0184 and D01075 held by Central
Admixture Pharmacy Services, Inc. is terminated, the permits are hereby REINSTATED and
CAPS shall be permitted to open and all operations related to the operation of a pharmacy
and distribution of prescription drugs in the State of Maryland shall be permitted to continue
effective immediately; and be it further

ORDERED that CAPS shall institute an anonymous reporting system for technicians
and pharmacists to report quality concerns, to be implemented prior to the next inspection;
and be it further,

ORDERED that CAPS shall include an action form for fingertip burden tests and
environmental monitoring results that are outside of acceptable limits, to be implemented

prior to the next inspection; and be it further,
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ORDERED that the Board shall reinspect CAPS’ Lanham facility within six (6)
months of the date of this Order. The purpose of the reinspection will be to: (1) determine
compliance with CAPS’ corrective action plan; and (2) monitor and evaluate CAPS’
production process for its patient specific and/or non-patient specific IV products; and be
further,

ORDERED that CAPS shall comply with all laws governing the operation of a
pharmacy and the distribution of prescription drugs; and be it further,

ORDERED that this is a Final Order of the Board of Pharmacy and as such is a

PUBLIC DOCUMENT pursuant to Md. Code Ann., State Gov't §§10-611 et seq..
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Daté Jouf e Gilligan Furman, P.D.
Sgetetary

L

e



