BEFORE THE IOWA BOARD OF PHARMACY

Re: )

Pharmacy License of ) Case No. 2012-52
BAUDER PHARMACY, INC. )

License No. 222 ) STATEMENT OF CHARGES
Respondent. )

COMES NOW, the Complainant, Lloyd K. Jessen, and states:

1. He is the Executive Director for the lowa Board of Pharmacy (hereinafter,
"Board") and files this Statement of Charges solely in his official capacity.

2. The Board has jurisdiction in this matter pursuant to lowa Code Chapters 155A
and 272C (2011).

3. On December 12, 2011, the Board renewed Respondent’s general pharmacy
license number 222 for Bauder Pharmacy (hereinafter, “Respondent”), allowing
Respondent to engage in the operation of a pharmacy subject to the laws of the
State of Iowa and the rules of the Board.

4, At all times material to this statement of charges, Respondent was operating as a
general pharmacy at 3802 Ingersoll Avenue, Des Moines, lowa, with Mark E.
Graziano as the pharmacist in charge

A. CHARGES
COUNT I

Respondent is charged under Iowa Code §§ 124.308(3), 124.402(1), 155A.15(2)(c),
155A.15(2)(h) (2011) and 657 Iowa Administrative Code § 36.1(4)(ac) with failing to maintain

adequate control over and accountability for controlled substances. >

COUNT II
Respondent is charged under Iowa Code § 155A.15(2)(c), 155A.15(2)(i) and 657 lowa

Administrative Code § 10.15 with inadequate security and failure to establish effective controls
against diversion of controlled substances.

COUNT III

Respondent is charged under Iowa Code §§ 124.306, 155A.15(2)(c), 155A.15(2)(h) and 657
Iowa Administrative Code § 10.34 with failure to keep and maintain records as required by the

Controlled Substances Act.




COUNT IV

Respondent is charged under Iowa Code § 155A.15(2)(h) and 657 Iowa Administrative Code
§ 8.9 with failure to properly sign and date invoices for controlled substances.

COUNT V

Respondent is charged under Iowa Code § 155A.15(2)(c) and 657 Iowa Administrative Code
§ 10.21 with dispensing Schedule II controlled substances in quantities exceeding prescriber
authorization.

COUNT VI

Respondent is charged under Iowa Code § 155A.15(2)(c) and 657 Iowa Administrative Code
§ 10.23 with failure to comply with requirements for the partial filling of Schedule II controlled
substances.. '

COUNT VI

Respondent is charged under Iowa Code § 155A.15(2)(c) and 657 Iowa Administrative Code
§ 10.33 with failure to maintain complete and accurate perpetual inventories of Schedule II
controlled substances.

COUNT VIII

Respondent is charged under Iowa Code § 155A.15(2)(c) and 65 7 Iowa Administrative Code
§ 10.35 with failure to maintain a complete and accurate inventory of controlled substances.

COUNT IX

Respondent is charged under Iowa Code § 155A.15(2)(c) and 657 Iowa Administrative Code
§ 21.5 with failure to document verification of controlled substance refills.

COUNT X

Respondent is charged under Iowa Code § 155A.15(2)(c) and 657 lowa Administrative Code
§ 3.20 with failure to properly supervise dispensing functions that are delegated to non-
pharmacists.

COUNT XI

. Respondent is charged under Jowa Code § 155A.15(2)(c) and 657 Iowa Administrative Code

§ 6.13 with failure to maintain complete patient records.



COUNT XII

Respondent is charged under Iowa Code § 155A.15(2)(c) and 657 Iowa Administrative Code
§§ 3.11 and 36.1(4)(aa) with failure to ensure that all pharmacy technicians have a current and
active technician registration.

COUNT XIII

Respondent is charged under Iowa Code § 155A.15(2)(c) and 657 Iowa Administrative Code
§ 6.2 with failure to maintain required policies and procedures for the operation of a pharmacy.

1}

COUNT XIV

Respondent is charged under Iowa Code § 155A.15(2)(c) and 657 lowa Administrative Code
§ 6.7 with failure to provide proper security for prescription medications and pharmacy records
stored in the basement.

COUNT XV

Respondent is charged under Iowa Code § 155A.15(2)(c) and 657 Iowa Administrative Code
§ 8.14 with failure to have required policies, procedures and documentation for pharmacy
technician training.

COUNT XVI

Respondent is charged under Iowa Code § 155A.15(2)(c) and 657 Iowa Administrative Code
§ 8.26 with failure to have a continuous quality improvement program.

-
COUNT XVII

Respondent is charged under Iowa Code § 155A.15(2)(c) and 657 Iowa Administrative Code
§§ 13.3, 13.6,13.7, 13.11, 13.25, 13.27, 13.28, 13.29, and 13.31 with failure to meet minimum
standards for sterile compounding.

COUNT XVIlI

Respondent is charged under Iowa Code §§ 155A.15(2)(c) and 155A.15(2)(f) and 657 Iowa
Administrative Code § 22.5 with failure to provide labeling and and record keeping for patient
med paks.




COUNT XIX

Respondent is charged under Iowa Code § 155A.15(2)(c) and 657 Iowa Administrative Code
§ 36.1(4)(w) with failure to provide adequate patient counseling to patients.

B. CIRCUMSTANCES

An investigation was commenced on March 9, 2012, which revealed the following:

L.

At all times material to this Statement of Charges, Respondent operated a general pharmacy
at 3802 Ingersoll Avenue, Des Moines, lowa 50312.

An audit of controlled substances handled by Bauder Pharmacy between January 1, 2008,
and March 21, 2012, revealed a shortage of approximately 740,888 tablets of various
strengths of hydrocodone APAP, a Schedule III controlled substance. This shortage was
determined by obtaining information from the Automation of Reports and Consolidated
Orders System (ARCOS) maintained by the U.S. Department of Justice, Drug Enforcement
Administration. ARCOS is an automated, comprehensive drug reporting system which
monitors the flow of certain DEA controlled substances from their point of manufacture
through commercial distribution channels to point of sale or distribution at the
dispensing/retail level. Respondent acquired hydrocodone APAP products for Bauder
Pharmacy from 14 different drug wholesalers between 2008 and 2012.

. For the audit period of January 1, 2008 through March 21, 2012, ARCOS records indicate

that Respondent ordered and received a total of 1,098,900 hydrocodone APAP tablets (all
brands, all strengths). The majority of these hydrocodone APAP products were of one
strength; hydrocodone APAP 7.5mg/500mg (593,700 tablets).

For the same audit period (January 1, 2008 through March 21, 2012), prescription monitoring
program (PMP) records submitted by Respondent indicate that Respondent dispensed
358,012 hydrocodone APAP tablets (all brands, all strengths) to customers.

For the audit period January 1, 2008 through March 21, 2012, a total of 740,888
hydrocodone APAP tablets are not accounted for in Respondent’s PMP dispensing records.
Respondent has received, from wholesalers, 740,888 more tablets of hydrocodone APAP
than Respondent has reported selling.

Shortages of hydrocodone APAP products at Bauder Pharmacy occurred as follows:
Calendar Year 2008: 229,846 tablets;

Calendar Year 2009: 163,185 tablets;

Calendar Year 2010: 155,436 tablets;

Calendar Year 2011: 182,732 tablets

January-March, 2012: 9,689 tablets.




. Two shopper surveys in which prescriptions were filled at Bauder Pharmacy on March 8,
2012, and March 14, 2012, revealed numerous deficiencies including inadequate patient
counseling, lack of patient privacy, failing to obtain required patient information, mislabeling
of a prescription vial, and dispensing prescrlptlon medication in non-childproof prescription
containers.

. An inspection of Bauder Pharmacy on March 16, 2012, revealed the following additional

deficiencies:

a) Technician Higgins’ registration expired on September 30, 2010, and was not renewed in
a timely manner. -

b) Bauder Pharmacy has no pertinent policies and procedures as required by Board rules

c) Security at Bauder Pharmacy for medications and records stored in the basement was
found to be inadequate (second notice).

d) Respondent, Mark Graziano, was not wearing a badge which identified him as a
pharmacist (second notice).

¢) Bauder Pharmacy’s controlled substance invoices were not signed and dated.

f) Bauder Pharmacy has no policy or documentation of technician training.

g) Bauder Pharmacy has no continuous quality improvement program

h) Bauder Pharmacy dispensed a Schedule II prescription in a quantity larger than what was
authorized.

i) Bauder Pharmacy partially filled schedule II prescriptions past the 72 hour limitation.

j) Bauder Pharmacy’s Schedule II perpetual inventory does not accurately reflect
dispensing, resulting in negative balances.

k) Bauder Pharmacy s Schedule II invoices were not kept separate from Schedule III, IV
and V invoices.

1) Bauder Pharmacy’s annual controlled substance inventory was missing the quantity for
hydrocodone APAP 2.5/500mg

m) Carisoprodol was not inventoried by Bauder Pharmacy when it became a Schedule IV
controlled substance on January 11, 2012.

n) Bauder Pharmacy had no policies and procedures for sterile compounding.

0) Bauder Pharmacy had no quality assurance program for sterile compounding.

p) Bauder Pharmacy had no training documentation for personnel involved with sterile -
compounding.

q) Bauder Pharmacy had no batch records for sterile compounding and no labeling of
product.

r) Bauder Pharmacy gave a longer expiration date to low risk compounded products than
allowed.

s) Bauder Pharmacy has never conducted media fill testing.

t) Bauder Pharmacy’s sterile compounding room has areas that need repair.

u) Bauder Pharmacy has no written cleaning procedures and no documentation of cleaning
for sterile compounding areas.

v) The sterile compounding areas at Bauder Pharmacy have only been certified once a year
instead of twice a year (second notice); microbial sampling has never been conducted;
there were no pressure differential monitors; and there were no procedures concerning
environmental requirements.



w) Bauder Pharmacy had failed to document verification of controlled substance refills for
the past two years.

x) Bauder Pharmacy had no labeling or record keeping for patient med paks.

y) Bauder Pharmacy has dispensed prescriptions in containers with non child-resistant
packaging without proper authorization.

z) Bauder Pharmacy has reused prescription vials.

Wherefore, the Complainant prays that a hearing be held in this matter and that the Board take
such action as it may deem to be appropriate under the law.

“1.0YD K. JESSEN
Executive Director

On this 3" day of May 2012, the Iowa Board of Pharmacy found probable cause to file this
Statement of Charges and to order a hearing in this case.

Aussn 1 Dy

SUSAN M. FREY, Chairjjérson
Iowa Board of Pharmacy

400 SW Eighth Street, Suite E
Des Moines, Jowa 50309-4688

cc:  Theresa Weeg
Assistant Attorney General
Hoover State Office Building
Des Moines, [owa

PROOF OF SERVICE

The undersigned certifies that the foregoing instrument was served upon Respondent to the above cause by:

( ) personal service () first class mail
() certified mail, return receipt requested () Facsimile
Article Number () other

on the day of May 2012.

I declare that the statements above are true to the best of my information, knowledge and belief.

Jean Rhodes, Compliance Officer



BEFORE THE IOWA BOARD OF PHARMACY

Re: ) Case No. 2012-52
Controlled Substance Registration of ) ‘
BAUDER PHARMACY, INC. ) ORDER OF IMMEDIATE
Registration No. 1100280 ) SUSPENSION
Respondent. ) AND

) ORDER TO SHOW CAUSE

TO: BAUDER PHARMACY INC.
3802 Ingersoll Ave
Des Moines, Iowa 50312

NOTICE: Pursuant to the provisions of Iowa Code § 124.305(2) (2011) and 657 Iowa
Administrative Code § 10.12(9), controlled substance registration number 1100280, issued to
Bauder Pharmacy, Inc., is hereby IMMEDIATELY SUSPENDED.

NOTICE: Pursuant to the provisions of Iowa Code § 124.305(1) (2011) and 657 Iowa
Administrative Code § 10.12(5), you are hereby ordered to appear before the lowa Board of
Pharmacy and show cause why controlled substance registration number 1100280, issued to
Bauder Pharmacy, Inc., should not be revoked. IF YOU DESIRE A HEARING
REGARDING SUSPENSION AND POSSIBLE REVOCATION OF THIS
CONTROLLED SUBSTANCE REGISTRATION, YOU MUST FILE A REQUEST FOR
A HEARING BEFORE THE BOARD WITHIN THIRTY (30) DAYS OF ISSUANCE OF
THIS ORDER. '

I. JURISDICTION

Pursuant to Iowa Code chapters 124 and 155A (2011), and 657 Iowa Administrative Code

§ 10.1, et seq., the Iowa Board of Pharmacy (hereinafter, “Board”) has jurisdiction over those
who manufacture, distribute, and dispense controlled substances in lowa. On June 6, 2011, the
Board issued to Bauder Pharmacy Inc. (hereinafter, “Respondent™), subject to the laws of the
State of Iowa and the rules of the Board, a renewal of controlled substance registration number
1100280. At all times material to these proceedings, Respondent was operating a retail

pharmacy at 3802 Ingersoll Avenue, Des Moines, lowa 50312.




II. BASIS FOR ORDER TO SHOW CAUSE
On or about March 5, 2012, the Board commenced an investigation of Respondent whiéh
revealed the following:
1. Respondent operates a retail pharmacy located at 3802 Ingersoll Avenue, Des Moines,
Iowa. On June 6, 2011, the Board issued Respondent a renewal of controlled substance
registration number 1100280.

2. An audit of controlled substance dispensing records, performed in connection with the

March 5, 2012 investigation, revealed that subétantially greater quantities of controlled
substances have been ordered by Respondent from wholesalers than were reported by
Respondent as sold to pharmacy customers. Prescription monitoring program (PMP)
records and the federal Drug Enforcement Administration’s “automation of reports and
consolidated orders system” (ARCOS) records were reviewed. vComparison and analysis
of the records revealed that Respondent has followed a practice of ordering from an
unusually diverse number of drug wholesalers. From 2008-2012, fourteen wholesalers
provided hydrocodone APAP to Respondent in three strengths: 10/325, 5/500 and 7.5/500.
Hydrocodone APAP is a Schedule III controlled substance.

3. For the audit period of January 1, 2008 through March 21, 2012, ARCOS records indicate
that Respondent ordered and received a total of 1,098,900 hydrocodone APARP tablets (all
brands, all strengths). The majority of these hydrocodone products were of one strength;
hydrocodone APAP 7.5/500 (593,700 tablets).

4. For the same audit period (January 1, 2008 through March 21, 2012), PMP records

submitted by Respondent indicate that Respondent dispensed 358,012 Hydrocodone

APAP tablets (all brands, all strengths) to customers.




5. For the audit period January 1, 2008 through March 21, 2012, a total of 740,888
‘hydrocodone APAP tablets are not accounted for in Respondent’s PMP dispensing
recoi'ds. Respondent has received, from wholesalers, 740,888 more tablets of
hydrocodone APAP than Respondent has reported selling.
6. Analyzed on an annual basis, Respondent’s unaccounted for hydrocodone APAP tablets
nuﬁber as follows:
2008 — 229,846 tablets
2009 — 163,185 tablets
2010 — 155,436 tablets
2011 — 182,732 tablets
2012 — 9,689 tablets
7. An audit of Respondent’s PMP-reported Oxycodone sales — again utilizing a comparison
of ARCOS records of controlled substance purchases with PMP records of controlled
substance sales — revealed more Oxycodone product dispensing than would be possible
with the supplies delivered by wholesalers. For the audit period January 1, 2008 through
March 21, 2012, Respondent received 1,293 fewer Oxycodone tablets than Respondent
reported selling. Additionally, Respondent’s submissions to the PMP indicate Respondent
was charging for brand name Oxycodone products (Endocet, Roxicet and Percocet) while
dispensing generic Oxycodone products. During the audit period, Respondent’s reports to

the PMP indicate 5,269 tablets of Roxicet were reported dispensed. However, during the

same period, only 1,500 tablets of Roxicet were shipped to Respondent by wholesalers.

III. BASIS FOR ORDER OF IMMEDIATE SUSPENSION

The Board finds as follows:



. For the audit period January 1, 2008 through March 21, 2012, a total of 740,888
hydrocodone APAP tablets, shipped to Respondent by wholesalers, are not accounted for by
Respondent’s PMP records of prescription sales.

. The void in Respondent’s dispensing (PMP) records indicates that, for the audit period
January 1, 2008 through March 21, 2012, approximately 740,888 hydrocodone APAP tablets
were diverted or dispensed in violation of the provisibns of Towa Code chapters 124 and
155A (2011).

. Hydrocodone APARP is an addictive Schedule III controlled substance, frequently distributed
illegally. The Iowa legislature has determined that use of hydrocodone APAP may lead to
moderate physical dependence and high psychological dependence. Ibwa Code § 124.207
(2011).

. Illegal distribution of large quantities of hydrocodone APAP represents a threat to the public
health and safety due to the addictive nature of the drug. The assembled evidence indicates
that Respondent has engaged in a steady, repeated practice of illegal hydrocodone APAP
distribution over a period of more than four years. The amount of hydrocodone APAP not
accounted for in Respondent’s pharmacy records — 740,888 hydrocodone APAP tablets — is
very large considering the moderate size of Respohdent pharmacy and the emphasis the
Board places on accurate record keeping and security of controlled substances.
Approximately two thirds of the hydrocodone APAP being purchased by Respondent is not
accounted for in the PMP records provided by Respondent. There is no likelihood that the
substantial discrepancy between Wholesaier shipping records and Responde'nt’sldispensing

records can be explained as a simple record-keeping error.



5. Records indicate that another controlled substance, Oxycodone — in generic form, is being

sold to patients as name-brand products such as Endocet, Roxicet and Percocet.

IV. ORDER

1. Respondent’s Controlled Substance Registration is IMMEDIATELY SUSPENDED UPON
- SERVICE. |

2. Respondent is hereby ORDERED to immediately upon service return controlled substance
certificate of registration, number 1100280, to the Board.

3. Respondent is hereby ORDERED to immediately deliver all controlled substances in the
Respondent’s possession to the Board or authorized agent of the Board.

4. Respondent is ORDERED to appear before the lowa Board of Pflarmacy and show cause
why controlled substance registration number 1100280, issued in Respondent’s name, should
not be revoked. If Respondent wishes to have a hearing before the Board in response to this
Order, Respondent must notify the Board within thirty (30) days of the date of this Order.
Respondent’s request for a hearing should be directed to Lloyd Jessen, Executive Director,
Iowa Board of Pharmacy, 400 S.W. Eighth Street, Suite E, Des Moines, Iowa 50309-4688.
The Board office telephone num‘t;er is (515) 281-5944. A hearing is tentatively set for

9:00 a.m., June 26, 2012, at the Board’s offices, pending Respondent’s request for a hearing.

IF RESPONDENT DOES NOT REQUEST HEARING IN THIS MATTER WITHIN THIRTY
DAYS OF THE DATE OF THIS ORDER, RESPONDENT’S CONTROLLED SUBSTANCE
REGISTRATION WILL BE DEEMED REVOKED WITHOUT FURTHER ORDER OF THE

BOARD.

IT IS SO ORDERED THIS 3™ day of May 2012.




1Y, Frey

SUSAN M. FREY, (fhai(persoé{
Iowa Board of Pharmacy

cc:  Theresa Weeg, Assistant Iowa Attorney General
Drug Enforcement Administration, Des Moines

PROOQOF OF SERVICE

The undersigned certifies that the foregoing instrument was served upon Respondent to the above cause by:

() personal service () first class mail

() certified mail, return receipt requested () facsimile
Article Number ‘ () other

on the day of May 2012.

I declare that the statements above are true to the best of my information, knowledge and belief.

Jean Rhodes, Compliance Officer




BEFORE THE IOWA BOARD OF PHARMACY

Re: ) Case Nos. 2012-52

Pharmacy License of )

BAUDER PHARMACY, INC. )

License No. 222, ) MOTION TO AMEND
Respondent. ) STATEMENT OF CHARGES

COMES NOW the State of Iowa and moves to amend the Statement of Charges

in this matter, as set forth below, and in support states:

1. The State seeks to amend the pending charges to assert new factual
allegations.

3, The hearing in this matter is scheduled for November 8, 2012.

3. The Iowa Supreme Court allowed a similar amendment to the statement of

charges in the case of Rosen v. Board of Medical Examiners, 539 N.W.2d 345 (Iowa

1996). In that case the Supreme Court allowed a request for amendment to enlarge the
factual basis supporting the charges, even though it was made in the course of the
hearing itself.

4. It is in the interest of justice to allow this amendment. The new factual
allegations concern Respondent’s ability to ensure its pharmacy practice is safe, and
therefore affect the public's health and welfare. There is sufficient time to prepare a
defense to these new complaints. It would be unnecessary duplication of the time and
resources of both parties and the Board to require the Board to initiate an entirely new

proceeding in this matter.




5. A copy of the first amended charges proposed by the State is attached as
Exhibit A. The substantive changes are the additions of Counts XX-XXVI and
paragraphs 9-11 in the Circumstances.

WHEREFORE, the State of Iowa requests the Board amend the charges as set
forth above.

Respectfully submitted,

THOMAS J. MILLER
ATTORNEY GENERAL OF IOWA

Jowa Ml

THERESA O’ CONNE . WEEG
Assistant Attorney General
Iowa Attorney General’s Office
2nd Floor Hoover Bldg.

Des Moines, IA 50319
515.281.5328
tweeg@ag.state.ia.us

ce: Rick L. Olson
2635 Hubbell Ave.
Des Moines, IA 50317

=ATIFIC T= OF SERVIC=
rsiened hereby coruies thet a tea ety {9
~rument was senved upon each ¢of L2
tias in the above-entil .
-3 272 in en envelops (.vdres;cj o c:
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-4 harein, vith postaga fully paid, &
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mailto:tweeg@ag.state.ia.us

Re:

Pharmacy License of
BAUDER PHARMACY, INC.
License No. 222,

Respondent.

BEFORE THE IOWA BOARD OF PHARMACY

Case No. 2012-52

FIRST AMENDED
STATEMENT OF CHARGES

COMES NOW, the Complainant, Lloyd K. Jessen, and states:

1.

He is the Executive Director for the lowa Board of Pharmacy (hereinafter,
"Board") and files this Statement of Charges solely in his official capacity.

The Board has jurisdiction in this matter pursuant to lowa Code Chapters 155A
and 272C (2011).

On December 12, 2011, the Board renewed Respondent’s general pharmacy
license number 222 for Bauder Pharmacy (hereinafter, “Respondent”), allowing
Respondent to engage in the operation of a pharmacy subject to the laws of the
State of lowa and the rules of the Board.

On May 10, 2012, the Board filed a Statement of Charges against Respondent’s
general pharmacy license. On that same date, the Board filed an Order of
Immediate Suspension and Order to Show Cause against Respondent,
immediately suspending Respondent’s Controlled Substance Registration.
Because Respondent did not request a hearing within thirty days of this Order,
Respondent’s Controlled Substance Registration was deemed revoked.

At all times material to this statement of charges, Respondent was operating as a
general pharmacy at 3802 Ingersoll Avenue, Des Moines, lowa, with Mark E.
Graziano as the pharmacist in charge.

A. CHARGES

COUNT 1

Respondent is charged under lowa Code §§ 124.308(3), 124.402(1), 155A.15(2)(c),
155A.15(2)(h) (2011) and 657 lowa Administrative Code § 36.1(4)(ac) with failing to maintain
adequate control over and accountability for controlled substances.

COUNT II




Respondent is charged under lowa Code § 155A.15(2)(c), 155A.15(2)(1) and 657 lowa
Administrative Code § 10.15 with inadequate security and failure to establish effective controls
against diversion of controlled substances.

COUNT III

Respondent is charged under lowa Code §§ 124.306, 155A.15(2)(c), 155A.15(2)(h) and 657
Jowa Administrative Code § 10.34 with failure to keep and maintain records as required by the
Controlled Substances Act.

COUNT IV

Respondent is charged under lowa Code § 155A.15(2)(h) and 657 ITowa Administrative Code
§ 8.9 with failure to properly sign and date invoices for controlled substances.

COUNT V

Respondent is charged under lowa Code § 155A.15(2)(c) and 657 Iowa Administrative Code
§ 10.21 with dispensing Schedule II controlled substances in quantities exceeding prescriber
authorization.

COUNT VI

Respondent is charged under Iowa Code § 155A.15(2)(c) and 657 lowa Administrative Code
§ 10.23 with failure to comply with requirements for the partial filling of Schedule II controlled
substances.

COUNT VII

Respondent is charged under lowa Code § 155A.15(2)(c) and 657 lowa Administrative Code
§ 10.33 with failure to maintain complete and accurate perpetual inventories of Schedule II
controlled substances.

COUNT VIII

Respondent is charged under lowa Code § 155A.15(2)(c) and 657 lowa Administrative Code
§ 10.35 with failure to maintain a complete and accurate inventory of controlled substances.

COUNT IX

Respondent is charged under Iowa Code § 155A.15(2)(¢c) and 657 lowa Administrative Code
§ 21.5 with failure to document verification of controlled substance refills.




COUNT X

Respondent is charged under lowa Code § 155A.15(2)(c) and 657 Iowa Administrative Code
§ 3.20 with failure to properly supervise dispensing functions that are delegated to non-
pharmacists.

COUNT XI

Respondent is charged under lowa Code § 155A.15(2)(c) and 657 lowa Administrative Code
§ 6.13 with failure to maintain complete patient records.

COUNT XII

Respondent is charged under Iowa Code § 155A.15(2)(c) and 657 lowa Administrative Code
§§ 3.11 and 36.1(4)(aa) with failure to ensure that all pharmacy technicians have a current and
active technician registration.

COUNT XIII

Respondent is charged under Jowa Code § 155A.15(2)(c) and 657 Iowa Administrative Code
§ 6.2 with failure to maintain required policies and procedures for the operation of a pharmacy.

COUNT XIV

Respondent is charged under lowa Code § 155A.15(2)(c) and 657 lTowa Administrative Code
§ 6.7 with failure to provide proper security for prescription medications and pharmacy records
stored in the basement.

COUNT XV

Respondent is charged under Iowa Code § 155A.15(2)(c) and 657 lowa Administrative Code
§ 8.14 with failure to have required policies, procedures and documentation for pharmacy
technician training.

COUNT XVI

Respondent is charged under lowa Code § 155A.15(2)(c) and 657 lowa Administrative Code
§ 8.26 with failure to have a continuous quality improvement program.

COUNT XVII

Respondent is charged under Iowa Code § 155A.15(2)(c) and 657 lowa Administrative Code
§§ 13.3,13.6,13.7,13.11, 13.25, 13.27, 13.28, 13.29, and 13.31 with failure to meet minimum
standards for sterile compounding.
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COUNT XVIII

Respondent is charged under Iowa Code §§ 155A.15(2)(c) and 155A.15(2)(f) and 657 Iowa
Administrative Code § 22.5 with failure to provide labeling and record keeping for patient med
paks.

COUNT XIX

Respondent 1s charged under Iowa Code § 155A.15(2)(c) and 657 Iowa Administrative Code
§ 36.1(4)(w) with failure to provide adequate patient counseling to patients.

COUNT XX

Respondent is charged under Iowa Code §§ 155A.19(1)(d) and 155A.15(2)(c) and 657 lowa
Administrative Code § 8.35(6)(c) with failing to report to the Board a change in the pharmacist
in charge and to comply with the requirements for making a change in the pharmacist in charge.

COUNT XXI

Respondent is charged under Iowa Code § 155A.15(2)(¢c) and 657 Iowa Administrative Code
§ 8.19 for failing to comply with the rules of the Board regarding the manner of issuance of a
prescription drug or medication order, and for the owner of the pharmacy and its employees
failing to comply with these rules.

COUNT XXII

Respondent 1s charged under § 155A.15(2)(c) and 657 lowa Administrative Code § 10.21 with
failing to comply with the rules of the Board regarding prescription requirements.

COUNT XXIII

Respondent is charged under § 155A.15(2)(c) and 657 Iowa Administrative Code §§ 21.9 and
21.3 with failing to comply with the rules of the Board regarding faxed prescriptions.

COUNT XXIV

Respondent is charged under § 155A.15(2)(c) and 657 lowa Administrative Code § 6.8 with
failing to comply with the rules of the Board regarding prescription processing documentation.

COUNT XXV

Respondent is charged under §§ 155A.15(2)(c) and 155A.15(2)(h), and 657 Iowa Administrative
Code § 8.9, with failing to comply with the rules of the Board regarding record retention
requirements.

4



COUNT XXVI

Respondent is charged under § 155A.15(2)(c) and 124.308(4) with dispensing controlled
substances without a prescription.

B. CIRCUMSTANCES

An investigation was commenced on March 9, 2012, which revealed the following:

1.

At all times material to this Statement of Charges, Respondent operated a general pharmacy
at 3802 Ingersoll Avenue, Des Moines, lowa 50312.

An audit of controlled substances handled by Bauder Pharmacy between January 1, 2008,
and March 21, 2012, revealed a shortage of approximately 740,888 tablets of various
strengths of hydrocodone APAP, a Schedule III controlled substance. This shortage was
determined by obtaining information from the Automation of Reports and Consolidated
Orders System (ARCOS) maintained by the U.S. Department of Justice, Drug Enforcement
Administration. ARCOS is an automated, comprehensive drug reporting system which
monitors the flow of certain DEA controlled substances from their point of manufacture
through commercial distribution channels to point of sale or distribution at the
dispensing/retail level. Respondent acquired hydrocodone APAP products for Bauder
Pharmacy from 14 different drug wholesalers between 2008 and 2012.

For the audit period of January 1, 2008 through March 21, 2012, ARCOS records indicate
that Respondent ordered and received a total of 1,098,900 hydrocodone APAP tablets (all
brands, all strengths). The majority of these hydrocodone APAP products were of one
strength; hydrocodone APAP 7.5mg/500mg (593,700 tablets).

For the same audit period (January 1, 2008 through March 21, 2012), prescription monitoring
program (PMP) records submitted by Respondent indicate that Respondent dispensed
358,012 hydrocodone APAP tablets (all brands, all strengths) to customers.

For the audit period January 1, 2008 through March 21, 2012, a total of 740,888
hydrocodone APAP tablets are not accounted for in Respondent’s PMP dispensing records.
Respondent has received, from wholesalers, 740,888 more tablets of hydrocodone APAP
than Respondent has reported selling.

Shortages of hydrocodone APAP products at Bauder Pharmacy occurred as follows:

Calendar Year 2008: 229,846 tablets;
Calendar Year 2009: 163,185 tablets;
Calendar Year 2010: 155,436 tablets;
Calendar Year 2011: 182,732 tablets
January-March, 2012: 9,689 tablets.



deficiencies:

a) Technician Higgins’ registration expired on September 30, 2010, and was not renewed in
a timely manner.

b) Bauder Pharmacy has no pertinent policies and procedures as required by Board rules.

c) Security at Bauder Pharmacy for medications and records stored in the basement was
found to be inadequate (second notice).

d) Respondent, Mark Graziano, was not wearing a badge which identified him as a
pharmacist (second notice).

e) Bauder Pharmacy’s controlled substance invoices were not signed and dated.

f) Bauder Pharmacy has no policy or documentation of technician training.

g) Bauder Pharmacy has no continuous quality improvement program

h) Bauder Pharmacy dispensed a Schedule II prescription in a quantity larger than what was
authorized.

1) Bauder Pharmacy partially filled schedule II prescriptions past the 72 hour limitation.

J) Bauder Pharmacy’s Schedule II perpetual inventory does not accurately reflect
dispensing, resulting in negative balances.

k) Bauder Pharmacy’s Schedule II invoices were not kept separate from Schedule III, IV
and V invoices.

1) Bauder Pharmacy’s annual controlled substance inventory was missing the quantity for
hydrocodone APAP 2.5/500mg

m) Carisoprodol was not inventoried by Bauder Pharmacy when it became a Schedule IV
controlled substance on January 11, 2012.

n) Bauder Pharmacy had no policies and procedures for sterile compounding.

o) Bauder Pharmacy had no quality assurance program for sterile compounding.

p) Bauder Pharmacy had no training documentation for personnel involved with sterile
compounding.

q) Bauder Pharmacy had no batch records for sterile compounding and no labeling of
product.

r) Bauder Pharmacy gave a longer expiration date to low risk compounded products than
allowed.

s) Bauder Pharmacy has never conducted media fill testing.

t) Bauder Pharmacy’s sterile compounding room has areas that need repair.

u) Bauder Pharmacy has no written cleaning procedures and no documentation of cleaning
for sterile compounding areas.

v) The sterile compounding areas at Bauder Pharmacy have only been certified once a year
instead of twice a year (second notice); microbial sampling has never been conducted;
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7. Two shopper surveys in which prescriptions were filled at Bauder Pharmacy on March 8§,
2012, and March 14, 2012, revealed numerous deficiencies including inadequate patient
counseling, lack of patient privacy, failing to obtain required patient information, mislabeling
of a prescription vial, and dispensing prescription medication in non-child proof prescription
containers.

8. An inspection of Bauder Pharmacy on March 16, 2012, revealed the following additional




10.

11.

there were no pressure differential monitors; and there were no procedures concerning
environmental requirements.

w) Bauder Pharmacy had failed to document verification of controllied substance refills for
the past two years.

x) Bauder Pharmacy had no labeling or record keeping for patient med paks.

y) Bauder Pharmacy has dispensed prescriptions in containers with non child-resistant
packaging without proper authorization.

z) Bauder Pharmacy has reused prescription vials.

After the Statement of Charges and Order of Immediate Suspension and Order to Show
Cause were filed against Respondent, a second audit was performed utilizing wholesaler
invoices and Respondent’s computerized drug usage reports to verify previous audit results.
The date range of the audits was January 1, 2008, through March 21, 2012. One wholesaler
was unable to provide data for the period prior to November 4, 2009.

a) For this audit period, a total of 689,987 Hydrocodone APAP tablets are not accounted for
in Respondent’s records. Respondent has received, from wholesalers, 689,987 more
Hydrocodone APAP tablets than Respondent has reported selling.

b) In 2010-2011, a pharmacist working for Respondent signed invoices for the purchase of
98,519 more tablets of Hydrocodone APAP 7.5-500mg than Respondent’s records show
were dispensed.

c) Based on information obtained from wholesalers, from 2010-2012 Respondent is missing
137 invoices, totalling 144,000 doses of Hydrocodone APAP 7.5-500mg.

d) Respondent is missing numerous annual inventories of Hydrocodone products.

e) Following this audit, shortages of hydrocodone APAP products at Bauder Pharmacy were
verified as follows:

Calendar Year 2008: 200,936 tablets
Calendar Year 2009: 130, 265 tablets
Calendar Year 2010: 157,524 tablets
Calendar Year 2011: 181,263 tablets
January-March, 2012: 19,999 tablets

After the Statement of Charges and Order of Immediate Suspension and Order to Show
Cause were filed against Respondent, the Board received additional information about
diversion at Respondent’s pharmacy. That information indicated that on several occasions
prior to May 10, 2012, Respondent’s Pharmacist in Charge was observed to have personally
handed Hydrocodone APAP 7.5-500mg to another person out of the pharmacy’s back door.

After the Statement of Charges and Order of Immediate Suspension and Order to Show
Cause were filed against Respondent, the following deficiencies were identified:

a) Respondent failed to identify a new Pharmacist in Charge for over two months after the
license of its prior Pharmacist in Charge was suspended on May 10, 2012.
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b) A Board review of 612 randomly-selected prescriptions from 2008-2012 revealed that
' only 166 fulfilled the legal requirements of a prescription. The deficiencies included:

d)

i)
i)
111)
1v)
v)
Vi)
vii)
viii)
1X)
X)
X1)
Xii)
Xiii)
Xiv)
XV)
XVi)

Wrong patient

Wrong prescriber

Wrong medication

No prescriber signature or verification

Wrong number of refills

Wrong directions

No prescriber DEA number for controlled substances
Faxed prescription not signed by prescriber

Wrong dispensed quantity

Prescription filled beyond authorized time period
Prescription filled prior to authorization

Prescription denied by prescriber but filled by pharmacy
No prescribed quantity

Prescription number not recorded on prescription
Generic was dispensed when prescription indicated “do not substitute”
Sender’s information cut off from fax

A review of 95 prescriptions for Androgel (testosterone), a Schedule III controlled
substance, revealed only 3 fulfilled the legal requirements of a prescription. The
deficiencies included:

1)
11)
111)
1v)
v)
vi)
vii)
viii)
1X)
X)
x1)
Xii)
Xiit)

No prescriber DEA number\

No hardcopy in the file

No prescriber signature

Stamped prescriber signature

Unauthorized refills dispensed

Prescription refilled beyond 6 months

Prescription initially filled after prescription had expired
No patient name on hard copy of prescription

No notation of verbal authorization

No prescription number on prescription

Sender information cut off from fax

Wrong dosage form of medication

Prescription filled prior to receipt of fax authorization

Androgel prescriptions of three patients were reviewed with their prescribers. Of the 22
prescriptions, only 11 were identified as authorized, resulting in Respondent dispensing
1200 unauthorized doses of a controlled substance.

The controlled substance dispensing history of one patient was reviewed with the
patient’s prescriber. Only two of the seven prescriptions for Lortab (Hydrocodone and
Acetaminophen 7.5/500mg), a schedule III controlled substance, were authorized,
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resulting in Respondent dispensing 820 unauthorized doses of a controlled substance in a
one year period.

Wherefore, the Complainant prays that a hearing be held in this matter and that the Board take
such action as it may deem to be appropriate under the law.

LLOYD K. JESSEN
Executive Director

On this day of , 2012, the Iowa Board of Pharmacy found probable cause to file this
First Amended Statement of Charges.

SUSAN M. FREY, Chairperson
Iowa Board of Pharmacy

400 SW Eighth Street, Suite E
Des Moines, lowa 50309-4688

coa Theresa Weeg
Assistant Attorney General
Hoover State Office Building
Des Moines, Iowa

Rick L. Olson
2635 Hubbell Ave.
Des Moines, IA 50317




BEFORE THE IOWA BOARD OF PHARMACY

IN THE MATTER OF :

BAUDER PHARMACY, INC. CASE NO. 2012-52

License No. 222, and

)

)

) RULING GRANTING STATE’S
MARK GRAZIANO ) MOTION TO AMEND
Pharmacist License No. 16752 ) STATEMENT OF CHARGES
RESPONDENTS )

On May 3, 2012, the Iowa Board of Pharmacy (Board) found probable cause to
file Statements of Charges against Bauder Pharmacy, Inc. and Mark Graziano
(Respondents). In addition, the Board issued an Order of Immediate Suspension
of the controlled substances registraion number 1100280 issued to Bauder
Pharmacy Inc. The Board also issued an Emergency Order indefinitely
suspending the pharmacist license of Mark Graziano.

On October 8, 2012, the state of Iowa filed Motions to Amend the Statements of
Charges against both Respondents to add additional legal counts and additional
factual circumstances. The new counts and new circumstances were based on a
second audit performed after the initial Statements of Charges were filed. Both
Motions to Amend included a copy of the proposed First Amended Statement of
Charges.

Respondents have not filed any resistance to the Amended Statements of
Charges.

The Board has delegated ruling on the Motions to Amend to the undersigned
administrative law judge. The hearing has now been continued to February 26,
2013. Respondents have been afforded sufficient opportunity to prepare a
defense to the additional charges. It is in the interest of judicial economy for the
Board to hear and determine all pending charges in one disciplinary proceeding.
IT IS THEREFORE ORDERED that the State’s Motions to Amend the Statements
of Charges filed against Respondents Bauder Pharmacy, Inc. and Mark Graziano
are hereby GRANTED.

RECEIVED
DEC 0 3 2012

|IOWA BOARD OF PHARMACY
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Dated this 30* day of November, 2012.
Wosgpet Ak

Margaret LaMarche

Administrative Law Judge

Iowa Department of Inspections and Appeals
Division of Administrative Hearings

Wallace State Office Building-Third Floor
Des Moines, lowa 50319

[For the lowa Board of Pharmacy]

o Rick Olson, 2635 Hubbell Ave., Des Moines, A 50317 (CERTIFIED)
Theresa O’Connell Weeg, Department of Justice, Hoover Bldg, 2~ F1.
(LOCAL)

Lloyd Jessen and Debbie Jorgenson, lowa Board of Pharmacy, 400 SW 8t
Street, Suite C, Des Moines (LOCAL )




BEFORE THE IOWA BOARD OF PHARMACY

IN THE MATTER OF: CASE NO: 2012-52
DIA NOS. 12PHB029
Pharmacy License of
BAUDER PHARMACY, INC.
License No. 222

FINDINGS OF FACT,
CONCLUSIONS OF LAW,

DECISION AND ORDER

Pharmacist License of
MARK GRAZIANO
License No. 16752

RESPONDENTS

N e e e W N Y e e e e

On May 3, 2012, the Iowa Board of Pharmacy (Board):

e found probable cause to file Statements of Charges against Bauder
Pharmacy, Inc. and Mark Graziano (Respondents);

e issued an Order of Immediate Suspension and Order to Show Cause that
immediately suspended the controlled substances registration (number
1100280) issued to Bauder Pharmacy Inc.; and

e issued an Emergency Adjudicative Order indefinitely suspending the
pharmacist license of Mark Graziano.

These documents were personally served on Respondents Bauder Pharmacy, Inc.
and Mark Graziano on May 10, 2012. A June 26, 2012 hearing was initially
scheduled on the Emergency Adjudicative Order and Statement of Charges
issued to Mark Graziano. The hearing was continued four times at Respondents’
request.

On October 8, 2012, the state filed Motions to Amend the Statements of Charges
and First Amended Statements of Charges against both Respondents.
Respondents did resist the Motions to Amend the Statements of Charges, and the
motions were granted on November 30, 2012. Prehearing conferences were held
on January 30 and February 22, 2013.

The consolidated hearing was held on February 26 and 27, 2013 in the Board
Conference Room, 400 SW 8% Street, Des Moines, Iowa. The following members
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of the Board served as presiding officers for the hearing: DeeAnn Wedemeyer
Oleson, Vice-Chairperson; James Miller; Edward McKenna; and LaDonna
Gratias. Assistant Attorney General Theresa O’Connell Weeg represented the
state. Respondents Bauder Pharmacy and Mark Graziano were represented by
attorney Rick Olson. The hearing was open to the public at Respondents’
request, in accordance with Iowa Code section 272C.6(1) and 657 IAC 35.19(10).
Administrative Law Judge Margaret LaMarche assisted the Board in conducting
the hearing and was later instructed to prepare the Board's written Decision and
Order, in conformance with their deliberations.

THE RECORD

The hearing record includes the testimony of Jean Rhodes, Sue Mears, Kirby
Small, Lloyd Jessen, Jennifer Higgins, and Mark Graziano. The record also
includes State Exhibits 1-77 and 79 and Respondent Exhibits D-N. A Protective
Order was issued for all exhibits containing patient names, with the exceptions of
Respondents’ Exhibits L and M. The record also includes the following
procedural motions and orders: Board Orders Granting Motions to Continue;
Order Following Prehearing Conference; State and Respondent Witness and
Exhibits Lists; State Motion to Strike Lloyd Jessen from Respondent’s Witness
List, Respondent Resistance, and Order Denying State’s Request to Strike;
Respondent’s Objections to State Exhibits and Order Overruling Respondent’s
Objections; State Motion for Protective Order and Order Granting Protective
Order; and State’s Hearing Brief.

FINDINGS OF FACT
Licensure/ Ownership/Staffing of Bauder Pharmacy

1. At all times material to this Decision and Order, Bauder Pharmacy, Inc.
operated a licensed general pharmacy (license number 222) located at 3802
Ingersoll Avenue in Des Moines, Iowa. At all times material to this Decision and
Order, Mark Graziano, R.Ph. was both the majority owner and the pharmacist in
charge of Bauder Pharmacy. Mr. Graziano has been licensed to practice
pharmacy (license number 16752) in the state of Iowa since 1986. (Jean Rhodes
testimony; State Exhibits 1, 3, 5, 7)

2. Bauder Pharmacy is a small, independently owned retail pharmacy that
also has a lunch counter and soda fountain. Mark Graziano owns 68% of Bauder
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Pharmacy; his sister, Kim Robertson, owns 20%; and his mother owns the
remaining 12%. Kim Robertson is also an Iowa licensed pharmacist and was
working full-time at Bauder Pharmacy at all times relevant to the Statements of
Charges. Bauder Pharmacy also had the following employees:

e Jay Wangerin, R.Ph., who was working as a part-time pharmacist
(approximately 12 hours a week);

¢ Jennifer Higgins, who was working as a full-time pharmacy technician
(45 hours a week);

e Jolene Cavanaugh, who worked at the lunch counter, ordered over-the-
counter products for the store, and handled customer billing; and

e Shannon McGuire, who worked in the soda fountain.

(Rhodes, Graziano, Higgins testimony; State Exhibits 11, 29-34)
Anonymous Complaint Re: Illegal Distribution of Hydrocodone

3. On September 28, 2011, the Board received an anonymous telephone
complaint from a person who claimed that Mark Graziano was illegally
distributing 5,000 to 10,000 hydrocodone pills a month from Bauder Pharmacy.
According to the anonymous complainant, Mark Graziano handed the
hydrocodone bottles out the back door of the pharmacy to an individual who
distributed them. The complainant stated that he was willing to submit a
complaint form but hoped to remain anonymous because Mark Graziano had
threatened him with “guys from out of state” if he spilled the beans. The
complainant also claimed that Mark Graziano had him hooked on hydrocodone,
but that he was now trying to get clean. (State Exhibit 8) The Board did not
hear from the complainant again until May 11, 2012. (State Exhibit 35)

Shopper Surveys of Bauder Pharmacy

4. In March 2012, inspectors from the National Association of Boards of
Pharmacy conducted two “shopper surveys” at Bauder Pharmacy. Both
inspectors presented themselves to the pharmacy as new customers with new
prescriptions. Both inspectors completed an Iowa Pharmacy Shopper Survey
Reporting Form that describe a number of deficiencies in their “shopper”
experience. (Rhodes testimony; State Exhibits 7, 9, 10)
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a. There were two pharmacists on duty during the March 8, 2012
shopper survey conducted by inspector Cheryl Anderson, R.Ph. Ms. Anderson
only had contact with one of the pharmacists, who she was later able to identify
as Mark Graziano. Ms. Anderson initially gave her prescription to a female
employee who was not wearing a name tag. The employee did not ask Ms.
Anderson for any of her health history, current health conditions, medications, or
allergies. Mr. Graziano asked Anderson for her date of birth and address. In
her report, Ms. Anderson notes that Mr. Graziano appeared more focused on a
man who had entered the pharmacy while her prescription was being filled. The
man did not stop at the drop-off or pick-up counter but walked directly to the
rear of the pharmacy.

Ms. Anderson’s prescription was ready in less than 10 minutes. The
female employee took Anderson’s payment and asked Mr. Graziano if Anderson
needed to know anything. Mr. Graziano told the employee “take in AM.” When
the employee looked puzzled, Mr. Graziano said “Cheryl, take in AM” and then
walked to the rear of the pharmacy. Ms. Anderson was not provided any
counseling literature or monograph with the prescription. Mr. Graziano did not
counsel Ms. Anderson on any of the medication’s possible side effects, which
included increased urination, decrease in blood pressure, and dizziness. The
prescription given to Anderson was mislabeled. The label read: “Triamterene-
HCTZ 37.5-2#15, but the drug strength for the HCTZ was 25 mg not 2 mg. In
addition, the prescription bottle had an easy open lid that was not requested or
authorized by Ms. Anderson. (State Exhibit 9)

b. A female in a white lab coat waited on secret shopper Denise Frank
at the time of the March 14, 2012 survey. The female employee was not wearing
a name tag and did not identify herself to Ms. Frank as a pharmacist. The
employee asked Ms. Frank about allergies but did not ask about her disease
states or any other medications that she was taking. Ms. Frank noted in her
report that it would have been prudent of the pharmacist to ask her about her
OTC medications in order to prevent duplicate therapy because the prescription
medication was also available over-the-counter.

Ms. Frank also noted that there were no privacy panels for the counseling
area. A customer was standing directly behind her while the female waited on
her and customers at the fountain counter could hear everything being said. The
prescription was ready in eight minutes, and the female employee spoke to Ms.
Frank as she rang up the order. The employee told Frank to avoid caffeine and
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spicy foods and added “it’s 1 twice a day.” The prescription was put in a non-
child proof container that Ms. Frank did not request. (State Exhibit 10)

March 16, 2012 Pharmacy Inspection

5. Jean Rhodes, R.Ph. has been a pharmacist for 14 years and has been
employed by the Board as a Compliance Officer for 8% years. On March 16,
2012, Ms. Rhodes was assigned to conduct a pharmacy inspection of Bauder
Pharmacy and to prepare an inspection report. This inspection was prompted by
the anonymous complaint and by the results of the shopper surveys. Ms. Rhodes
was assisted by Sue Mears, R.Ph., who was a new compliance officer in training.
(Rhodes, Mears testimony)

Bauder Pharmacy’s last inspection had been conducted on July 24, 2008.! Ms.
Rhodes explained the time gap between the two inspections. There is a backlog
of routine pharmacy inspections, and the four year gap between inspections at
Bauder Pharmacy is not that unusual. Some pharmacies have not had an
inspection in 5 or 6 years. The Board’s Compliance Officers are assigned to
specific territories, and they give first priority to complaint investigations. If
there is a need for a complaint investigation, the Compliance Officer will usually
conduct a routine inspection at the same time. (Rhodes testimony; State Exhibits
7, 11; Respondent Exhibit N)

a. The Pharmacy Inspection Report was issued by Jean Rhodes on
March 22, 2012. The report notes that Bauder Pharmacy maintains the following
hours: Monday-Friday 8:30-6:00, Saturdays 9:00-3:00, Sundays 10:00-12:00, and
Holidays, 10:00-12:00.  The retail store and lunch counter are only open when
the pharmacy is also open because the pharmacy dispensing area cannot be
separately locked. At the time of the March 16" inspection, the pharmacy was
performing sterile compounding of two medications (Lupron and HCG). The
counseling area was limited. The pharmacy specialized in fertility medications,
and fertility counseling was encouraged before and after business hours to
promote confidentiality. (State Exhibit 11, pp. 57-58) 2

! The July 2008 inspection included an audit of Schedule II controlled substances but did not
include an audit of Schedule III or IV controlled substances. The inspection report only included
a count of the Schedule III and IV inventory on hand. A total of 3000 tablets of all dosages of
hydrocodone APAP were on hand in the pharmacy at the time of the 2008 audit. (Respondent
Exhibit N)

2 The page numbers provided in the Decision and Order refer to the consecutive pagination
throughout the state’s exhibit book which is found in the lower right hand corner of each page.
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b. During the March 16* inspection, the Board’s Compliance Officers
reviewed the pharmacy’s Schedule II Controlled Substance Perpetual Inventory,
its annual inventory (last performed May 3, 2011), and hard-copies of
prescriptions, invoices, and executed DEA 222 forms. The Compliance Officers
did not perform a controlled substances audit during the March 16" inspection.
(State Exhibit 11, pp. 57-58)

C. The Inspection Report describes the following areas of non-
compliance requiring correction:

e Registration renewal. Pharmacy technician Jennifer Higgins’ registration
had expired on September 30, 2010 and had not been renewed. See 657
IAC 3.11(2). Ms. Higgins submitted her renewal application to the Board
on March 20, 2012.

e Pharmacist in charge. The pharmacy had minimal policies and
procedures, which are the responsibility of the pharmacist in charge. See
657 IAC 6.2(14). The Compliance Officers provided pharmacist Kim
Robertson with a guideline handout for policies and procedures.

e Security. Outdated medications, including controlled substances, and
patient records were not effectively secured against theft, diversion or
unauthorized access. See 657 IAC 6.7, 657 IAC chapter 21. Outdated
medications and patient records were stored in the basement, which could
be accessed by any store personnel or by delivery drivers because the back
door is adjacent to the basement stairs. This was the second notice
concerning the pharmacy’s storage of outdated drugs, and Mark Graziano
was told to contact his reverse distributor for disposal of the drugs.

e Identification badge. Although visible name badges are required for
pharmacists by Board rule, Pharmacist Mark Graziano admitted that he
seldom wears a name badge because his customers all know him. This
was the second notice on this violation. See 657 IAC 8.4(4).

e Drug supplier invoices. The pharmacy’s controlled substance invoices
needed to be signed and dated when received by the pharmacist or other
responsible individual. 657 IAC 6.9(1).

o Training and utilization of pharmacy technicians and pharmacy support.
The pharmacy did not have a written policy for training of pharmacy
technicians and pharmacy support persons and did not document
training. See 657 [AC 8.14.
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Continuous quality improvement program(CQI). The pharmacy did not
have the required written CQI program, which is required to be an
ongoing, systematic program of standards and procedures to detect,
identify, evaluate and prevent medication errors. Pharmacists Mark
Graziano and Kim Robertson were able to explain their processes for a
dispensing error. Mr. Graziano estimated that the pharmacy had about
one error a week, while Ms. Robertson thought errors rarely happened.
See 657 IAC 8.26.

Schedule I1 prescriptions. RX 673021 was written for Oxy 20mg/ml, 10 ml,
but the manufacturer supplies a 30ml container. The pharmacy had
dispensed a 30ml container without documenting that the pharmacist
contacted the prescriber for authorization to change the prescribed
quantity. See 657 IAC 10.21(5).

Schedule II prescriptions-partial filling. If the pharmacist is unable to
supply the full quantity of Schedule II controlled substance prescription,
the pharmacist may partially fill the prescription and make a notation on
the record as long as the remaining portion of the prescription is filled
within 72 hours. If the remaining portion of the prescription can’t be filled
within the 72 hours then the prescriber must be notified and a new
prescription must be obtained. The pharmacy was partially filling
Schedule II prescriptions and supplying the balance of the prescription
beyond the 72 hour limit, resulting in several negative balances on the
Schedule II perpetual log. See 657 IAC 10.23.

Information included. The perpetual inventory record shall identify all
receipts and disbursements of Schedule II controlled substances by drug
or by national drug code number. The record shall be updated to identify
each prescription filled and each shipment received. The pharmacy had
multiple negative balances in the Schedule II perpetual inventory. See 657
IAC 10.33(2).

Schedule I and II records. Inventories and records of controlled
substances listed on Schedule I and II must be maintained separately from
all other records. The pharmacy kept its Schedule II invoices with its
Schedule I1I-V invoices. See 657 IAC 10.34(1).

Ordering or distributing Schedule I or II controlled substances-electronic
ordering system. When a pharmacy receives a shipment of Schedule I or
IT drugs, it is required to create a record of the quantity of each item and
the date received and then electronically link it to the original order and
identify the individual reconciling the order. The pharmacy had never
electronically linked the receipt of Schedule I and II drugs for a
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wholesaler. During the inspection, Mr. Graziano called the wholesaler’s

help line and was instructed on the procedure. See 657 IAC 10.34(7).

Record and procedure. Each inventory shall contain a complete and

accurate record of all controlled substances on hand at the date and time

inventory is taken. The pharmacy’s annual inventory on 5/3/11 had no
value for hydrocodone/APAP 2.5/500mg. If there is no drug, the entry
should have been zero. Pharmacist Robertson believed they had copied
the drug list from the previous year but had no 2.5/500 mg on hand as it is

seldom used. See 657 IAC 10.35(1).

Newly controlled substances. Carisoprodol became a Schedule IV drug

on 1/12/12 but had not been inventoried as required by Board rule. See

657 IAC 10.35(8).

Sterile compounding. Mark Graziano was the only pharmacist who

prepared sterile compounded products. The following deficiencies were

noted with respect to sterile compounding;:

v The pharmacy had a hood that was inspected yearly rather than every
6 months as required;

v" The pharmacy lacked a written quality assurance (QA) procedure and
lacked written policies and procedures for sterile compounding. 657
IAC 13.3(2), 13.6, 13.31;

v The pharmacy lacked documentation of the training and proficiency
of its personnel involved with sterile compounding. 657 IAC 13.3(3);

v' The refrigerator had two unlabeled vials of HCG injectable. There
were no batch records and no labeling of the product. 657 IAC 13.7(2);

v" Lupron injections were assigned a 30 day beyond-use date but are only
permitted to have a 14 day beyond use date. 657 IAC 13.7(11);

v Media fill testing was required annually but had never been done. 657
IAC 13.25;

v" There was peeling paint and areas that needed caulking in the buffer
area where the primary engineering control device was located. 657
IAC 13.27(2);

v There was no written cleaning procedures and no documentation of
cleaning. 657 IAC 13.28;

v All cleanrooms, laminar airflow workbenches, and barrier isolators are
required to be certified every six months or whenever the device or
room is relocated or altered or whenever major service to the facility is
performed. Certification had only been done annually. 657 IAC 13.29.
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v" Microbial sampling had never been done, there were no pressure
differential monitors, and there were no procedures concerning
environmental requirements. 657 IAC 13.29.

e Verification of controlled substance refills. The pharmacy had not verified
controlled substance refills through a daily printout or logbook for the prior
two years. Mark Graziano mistakenly believed that the Patient Monitoring
Program (PMP) fulfilled this requirement. 657 IAC 21.25.

e Patient med paks. The pharmacy was preparing med paks for four customers
with no labeling or recordkeeping for the med paks. Pharmacist Kim
Robertson stated that she planned to discontinue providing med paks. 657
IAC 22.5.

e Poison Prevention Packaging Act of 1970(PPPA), 15 U.S.C. §§ 1471-1476.
This Act requires pharmacies to dispense oral prescription drugs in special
packaging unless the drug is exempt or the patient or prescribing practitioner
requests nonspecial packaging. The majority of prescriptions were filled at
Bauder Pharmacy using snap caps/easy off caps without documentation that
the customer requested them. Pharmacist Robertson planned to contact
customers to obtain signatures from those who want easy off caps. In
addition, some of the pharmacy’s customers brought in empty prescription
vials for re-use, which also violates PPPA. Pharmacist Robertson agreed to
stop this practice.

Bauder Pharmacy was required to correct these deficiencies and acknowledge
the corrections to the Compliance Officer within 30 days of receipt of the
inspection report. (Rhodes testimony; State Exhibit 11)

6. On April 12, 2012, Jean Rhodes met with Mark Graziano at the Board
office to review Bauder Pharmacy’s deficiency corrections. Although this type of
review is usually conducted at the pharmacy, Mr. Graziano specifically asked to
meet Ms. Rhodes at the Board’s office. Ms. Rhodes made handwritten notes of
their discussion on a copy of the inspection report (State Exhibit 71). Addendum
#4 to Rhodes inspection report (State Exhibit 70) includes check marks for those
items that Mark Graziano reported as corrected.

Ms. Rhodes notes from the meeting indicate, in part, that: the pharmacy
technician’s registration had been renewed, the unsecured outdated medications
had been sent to a reverse distributor, someone was coming to destroy unsecured
records stored in the basement, the pharmacist was wearing a name badge, the
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controlled substances invoices had been signed and dated, there was a technician
training policy and documentation of training, Schedule II invoices had been
separated from Schedule III-V invoices, verification of control substance refills
had been documented, and the pharmacy had started a signature log for
dispensing medications in non-child proof containers. (Rhodes testimony; State
Exhibits 70-71)

Only a few of the deficiencies in the sterile compounding area were reported as
corrected. Media fill testing, microbial sampling, and pressure differential
monitors were expected to be addressed in May. There were still no policies and
procedures for sterile compounding. (Rhodes testimony; State Exhibits 70-71)

At hearing, Jean Rhodes explained the critical importance of the sterile
compounding regulations to public health and safety. A company in
Massachusetts had recently been cited for significant violations of sterile
compounding regulations that resulted in patient illnesses and deaths. The
Board’s sterile compounding regulations provide a means to verify that
pharmacies have a safe sterile compounding environment and to ensure that
there are no microbes in the air that could contaminate the compounded product
and potentially cause patient infection or death. In addition, pharmacies must
also document that they have established proper policies, procedures, and
training specific to sterile compounding. (Rhodes testimony)

Audit of ARCOS and PMP Records from 1/1/08-3/21/12 [First Audit]

7. Following the March 16" inspection, Compliance Officers Jean Rhodes
and Sue Mears decided to audit the hydrocodone and oxycodone® medications
purchased and dispensed by Bauder Pharmacy from January 1, 2008 through
March 21, 2012. For this audit, Rhodes and Mears reviewed records of drug
orders maintained on the federal Automation of Reports and Consolidated Order
System (ARCOS) and dispensing records maintained on the state Prescription
Monitoring Program (PMP). (Rhodes testimony; State Exhibit 7, pp. 46, 49-50;
State Exhibits 12-27)

e ARCOS is a database collected by the U.S. Department of Justice Drug
Enforcement Administration (DEA), Office of Diversion Control. Drug
manufacturers and wholesalers are required to report all orders of

* Hydrocodone is a narcotic that is a Schedule III controlled substance. Oxycodone is a Schedule
II controlled substance. (Rhodes testimony; See lowa Code sections 124.206, 124.208)
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Schedule I and Schedule II controlled substances and all narcotic
controlled substances in Schedule III to ARCOS. Manufacturers and
wholesalers report the ordering pharmacy’s DEA number, a transaction
date, and the trade name, drug code, quantity, dosage unit, dosage form,
and national drug code for each drug that is ordered. (Rhodes, Jessen
testimony; State Exhibits 18, 19)

The Prescription Monitoring Program (PMP) was created by the lowa
legislature in 2009 to establish a central database of controlled substance
prescriptions dispensed to patients in lowa. At least twice a month,
pharmacies must report all dispensing of Schedule II, III, and IV
controlled substances to the PMP. The information reported must include
the pharmacy’s DEA number, the date that the prescription was filled, the
prescription number, if the prescription is new or a refill, the NDC
number for the drug, the quantity of the drug, the number of days of drug
therapy provided by the drug as dispensed, patient information, the
prescriber DEA number, the date the prescription was issued by the
prescriber, and method of payment. (Rhodes testimony; See lowa Code
chapter 124.551-124.558; 657 IAC Chapter 37)

The results of the first audit are summarized in State’s Exhibits 7 and 12.

This audit revealed that for the period from January 1, 2008 to March 12, 2012:

ARCOS records indicate that Bauder Pharmacy ordered and received a
total of 1,098,900 hydrocodone APAP tablets (all brands, all strengths).
The majority of the hydrocodone products were one strength,
hydrocodone APAP 7.5/500 (593,700 tablets);

PMP records indicate that Bauder Pharmacy dispensed 358,012
hydrocodone APAP tablets (all brands, all strengths) to customers;

A total of 740,888 hydrocodone APAP tablets that were ordered from
wholesalers could not be accounted for through Bauder Pharmacy’s PMP
dispensing reports.  The vast majority of the unaccounted for
hydrocodone products (530,336) were hydrocodone APAP 7.5mg/500mg.

The audit also broke down the number of unaccounted for hydrocodone APAP
tablets by calendar year, as follows:

Calendar Year 2008: 229,846 tablets;
Calendar Year 2009: 163,185 tablets;
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e (Calendar Year 2010: 155,436 tablets;
e Calendar Year 2011: 182,732 tablets;
e January-March 2012: 9,689 tablets

The compliance officers also created spreadsheets and graphs showing monthly
totals for all hydrocodone and all oxycodone products, as well as breakdown
totals for each type of product. Jean Rhodes spoke to DEA agent William Siegert
who estimated that the higher strength tablets of hydr<ns1:XMLFault xmlns:ns1="http://cxf.apache.org/bindings/xformat"><ns1:faultstring xmlns:ns1="http://cxf.apache.org/bindings/xformat">java.lang.OutOfMemoryError: Java heap space</ns1:faultstring></ns1:XMLFault>