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NEVADA STATE BOARD OF PHARMACY
431 W Plumb Lane — Reno, NV 89509 — (775) 850-1440

APPLICATION FOR OUT-OF-STATE OUTSOURCING FACILITY LICENSE
$500.00 Fee made payable to: Nevada State Board of Pharmacy
(non-refundable and not transferable money order or cashier’s check only)

Application must be printed legibly or typed

Any misrepresentation in the answer to any question on this application is grounds for refusal or
denial of the application or subsequent revocation of the license issued and is a violation of the
laws of the State of Nevada.

New Outsourcing Facility
O Ownership Change (Provide current license number if making changes:) OUT
0O 503a OR [ 503b Apply as retail pharmacy only.

Check box below for type of ownership and complete all required forms for type of ownership that
you have selected. If LLC use Non Publicly Corporation or Partnership

O Publicly Traded Corporation — Pages 1-3 & 4 O Partnership - Pages 1-3 &6

X Non Publicly Traded Corporation — Pages 1-3 & 5 O Sole Owner — Pages 1-3 &7

GENERAL INFORMATION to be completed by all types of ownership

Facility Name: _JCB Laboratories, LLC

Physical Address: _7335 W. 33rd St. N.

City: _Wichita State: _KS Zip Code: 67205

Telephone: (316) 773-0405 Fax: (316) 773-0406

Toll Free Number: (877) 405-8066 (Required per NAC 639.708)

E-mail: licensing@jcblabs.com, tflinkman@jcblabs.com Website: Wwww.jcblabs.com

Supervising Pharmacist: Tanis Flinkman Nevada License #: 64028- /9859 v’

SERVICES PROVIDED

Yes/No

& O Parenteral

M O Sterile Compounding

0 ™ Non Sterile Compounding

O & Mail Service Sterile Compounding

O K Other Services:

All boxes must be checked for the application to be complete

An appearance will be required at a board meeting before the license will be issued.

Board Use Only Date Processed: Amount: _ﬁ oo 9O
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APPLICATION FOR OUT-OF STATE OUTSOURCING FACILITY Page 2

FEI Number (From FDA application): 01-0744677

Please provide the name of the facility as registered with the FDA and the registration number:
JCB Laboratories; 177167470

Please provide a list of all DBA’s used by outsourcing facility. A separate sheet is acceptable.

Please provide the name and Nevada license number of the supervising pharmacist:
Name: _Tanis Flinkman Nevada License Number: 64028

A Nevada business license is not required, however if the Outsourcing Facility has a Nevada
business license please provide the number: _N/A

This page must be submitted for all types of ownership.

Within the last five (5) years:

1) Has the corporation, any owner(s), shareholder(s) or partner(s) with
any interest, ever been charged, or convicted of a felony or gross
misdemeanor (including by way of a guilty plea or no contest plea)? Yes [0 No ¢

2) Has the corporation, any owner(s), shareholder(s) or partner(s) with
any interest, ever been denied a license, permit or certificate of
registration? Yes [0 No ¥

3) Has the corporation, any owner(s), shareholder(s) or partner(s) with any
interest, ever been the subject of an administrative action, board citation,
cite fine or proceeding relating to the pharmaceutical industry? Yes O No M

4) Has the corporation, any owner(s), shareholder(s) or partner(s) with any
interest, ever been found guilty, pled guilty or entered a plea of nolo
contendere to any offense federal or state, related to controlled
substances? Yes O No M

5) Has the corporation, any owner(s), shareholder(s) or partner(s) with any
interest, ever surrendered a license, permit or certificate of registration
voluntarily or otherwise (other than upon voluntary close of a facility)? Yes 0 No M

If the answer to question 1 through 5 is “yes”, a signed statement of explanation must be attached.
Copies of any documents that identify the circumstance or contain an order, agreement, or other
disposition may be required.



APPLICATION FOR OUT-OF STATE OUTSOURCING FACILITY -Page 3

| hereby certify that the answers given in this application and attached documentation are true and
correct. | understand that any infraction of the laws of the State of Nevada regulating the
operation of an authorized Outsourcing Facility may be grounds for the revocation of this permit.

I have read all questions, answers and statements and know the contents thereof. | hereby certify,
under penalty of perjury, that the information furnished on this application are true, accurate and
correct. | hereby authorize the Nevada State Board of Pharmacy, its agents, servants and
employees, to conduct any investigation(s) of the business, professional, social and moral
background, qualification and reputation, as it may deem necessary, proper or desirable.

The facility must be registered with the FDA as an outsourcing facility (503B) to obtain an
outsourcing facility from the Board of Pharmacy.

Federal and State law require a licensed pharmacist to supervise the compounding taking place in
a registered outsourcing facility. This supervising pharmacist must be licensed by the Nevada
Board of Pharmacy.

Does your outsourcing facility wholesale compounded medication for resale? Yes O No M

The Law prohibits the resale of compounded medication. By signing this application you are
attesting that your medications will be labeled with the statement “Not for Resale” and that the
outsourcing facilities products will not be resold.

’/

Original Signature of Person Authorized to Submit Application, no copies or stamps

Aexander Govie W2 [201Y

Print Name of Authorized Person Date s
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APPLICATION FOR OUT-OF-STATE OUTSOURCING FACILITY Page 5

OWNERSHIP IS A NON PUBLICLY TRADED CORPORATION

State of Incorporation: Delaware

Parent Company if any: _Fagron Holding USA, LLC

Address: 2400 Pilot Knob Road

City: _St. Paul State: _MN Zip: 55120
Telephone: (651) 681-9517 Fax: (651)681-9001

Contact Person: Dolly Bergan

For any corporation non publicly traded, disclose the following:

1)

List top 4 persons to whom the shares were issued by the corporation?

a)_N/A. JCB Laboratories is an LLC. Please see attached.

Name Address
b)

Name Address
c)

Name Address
d)

Name Address

Provide the number of shares issued by the corporation. N/A

What was the price paid per share? _N/A

What date did the corporation actually receive the cash assets? _N/A

Provide a copy of the corporation’s stock register evidencing the above information

Include with the application for a non publicly traded corporation

Certificate of Corporate Status (also referred to as Certificate of Good Standing). The

Certificate is obtained from the Secretary of State's office in the State where incorporated. The

Certificate of Corporate status must be dated within the last 6 months.

List of officers and directors
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NON-PUBLICLY TRADED LIMITED LIABILITY COMPANY INFORMATION

OWNER: FAGRON HOLDING USA, LLC

BUSINESS ADDRESS: 2400 PILOT KNOB RD., #200, ST. PAUL, MN 55120
TELEPHONE NUMBER: 651-681-9517

FORMED IN THE STATE OF: DELAWARE

INCORPORATION DATE: MAY 10, 2010

FEIN: 42-1771479
Please note that Fagron Holding USA, LLC is a holding company and that JCB Laboratories

LLC has its own officers as indicated to run the business with a FEIN of 01-0744677 and
was formed in Kansas on 09/24/2002.

FULL NAME/TITLE: Alexander Govze, Officer
BUSINESS ADDRESS: 2400 Pilot Knob Road, St. Paul, MN 55120

TELEPHONE NUMBER: (612) 810-8388

FULL NAME/TITLE: Jason McGuire, Officer
BUSINESS ADDRESS: 8710 E 34th St N, Wichita, KS 67226
TELEPHONE NUMBER: (316) 773-0405

ICBlabs.com
7335 W 33 5t N. - Wichita, KS 67205 - United States - Phone 316.773.0405 - Fax 316.773.0406 - Phone 877.405.8066 (toll free)
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NEVADA STATE BOARD OF PHARMACY
431 W Plumb Lane — Reno, NV 89509 - (775) 850-1440

APPLICATION FOR OUT-OF-STATE OUTSOURCING FACILITY LICENSE
$500.00 Fee made payable to: Nevada State Board of Pharmacy
(non-refundable and not transferable money order or cashier’s check only)

Application must be printed legibly or typed

Any misrepresentation in the answer to any question on this application is grounds for refusal or
denial of the application or subsequent revocation of the license issued and is a violation of the
laws of the State of Nevada.

®New Outsourcing Facility
BOwnership Change (Provide current license number if making changes:) OUT
00 503a OR [ 503b Apply as retail pharmacy only.

Check box below for type of ownership and complete all required forms for type of ownership that
you have selected. 1f LLC use Non Publicly Corporation or Partnership

O Publicly Traded Corporation — Pages 1-3 & 4 O Partnership - Pages 1-3 &6

& Non Publicly Traded Corporation — Pages 1-3 & 5 1 Sole Owner — Pages 1-3 &7

GENERAL INFORMATION to be completed by all types of ownership
Facility Name: \\JU| 1S PYICUW\FM u NﬂhU{}v’L Lif
Physical Address: ‘{RD HS HW\( Cﬂ W P N

DJ.%&LS}O_LLW state: TN Zip Code: 38024
Telephone: (]ﬁi ) 88 Il} Q Fax: (.FIBH ¥¥1-110D

Toll Free Number: fﬁﬂi! ¥67-5 U’Rq (Required per NAC 639.708)
E-mail: &egumjgnjﬂ niksTenne WellsRx.comwebsite: www. Wellsky.. conn

Supervising Pharmacist: ¢ J_th C‘?LLH’}F e Nevada License #: f] w2 v
SERVICES PROVIDED

Yes/No
™ O Parenteral
¥ O Sterile Compounding
® O Non Sterile Compounding
£ 0O Mail Service Sterile Compounding
O B Other Services:
All boxes must be checked for the application to be complete
An appearance will be required at a board meeti_ng before the license will be issued.

Board Use Only = Date Processed: Amount: 5500'66

Page 1

[a]elt g A

296



APPLICATION FOR OUT-OF STATE OUTSOURCING FACILITY Page 2
FEI Number (From FDA application): 30122521094

Please provide the name of the facility as registered with the FDA and the registration number:

WS Phavma L’Lj Netwov (L LC.

Please provide a list of all DBA's used by outsourcing facility. A separate sheet is acceptable.

NIA

Please provide the name and Nevada license number of the supervising pharmacist:

Name: _JOhn Guthne Nevada License Number: {9307

A Nevada business license is not required, however if the Outsourcing Facility has a Nevada
business license please provide the number; A

This page must be submitted for all types of ownership.

Within the last five (5) years:

1) Has the corporation, any owner(s), shareholder(s) or partner(s) with
any interest, ever been charged, or convicted of a felony or gross

misdemeanor (including by way of a guilty plea or no contest plea)? Yes O No &

2) Has the corporation, any owner(s), shareholder(s) or partner(s) with
any interest, ever been denied a license, permit or certificate of

registration? Yes ® No O

3) Has the corporation, any owner(s), shareholder(s) or partner(s) with any
interest, ever been the subject of an administrative action, board citation,

cite fine or proceeding relating to the pharmaceutical industry? Yes I No O

4) Has the corporation, any owner(s), shareholder(s) or partner(s) with any
interest, ever been found guilty, pled guilty or entered a plea of nolo
contendere to any offense federal or state, related to controlled

substances? Yes O No

5) Has the corporation, any owner(s), shareholder(s) or partner(s) with any
interest, ever surrendered a license, permit or certificate of registration

voluntarily or otherwise (other than upon voluntary close of a facility)? Yes % No O

If the answer to question 1 through 5 is “yes”, a signed statement of explanation must be attached.
Copies of any documents that identify the circumstance or contain an order, agreement, or other

disposition may be required.
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APPLICATION FOR OUT-OF STATE OUTSOURCING FACILITY -Page 3

| hereby certify that the answers given in this application and attached documentation are true and
correct. | understand that any infraction of the laws of the State of Nevada regulating the
operation of an authorized Outsourcing Facility may be grounds for the revocation of this permit.

| have read all questions, answers and statements and know the contents thereof. | hereby certify
under penalty of perjury, that the information furnished on this application are true, accurate and
correct. | hereby authorize the Nevada State Board of Pharmacy, its agents, servants and
employees, to conduct any investigation(s) of the business, professional, social and moral
background, qualification and reputation, as it may deem necessary, proper or desirable.

The facility must be registered with the FDA as an outsourcing facility (503B) to obtain an
outsourcing facility from the Board of Pharmacy.

Federal and State law require a licensed pharmacist to supervise the compounding taking place in
a registered outsourcing facility. This supervising pharmacist must be licensed by the Nevada
Board of Pharmacy.

Does your outsourcing facility wholesale compounded medication for resale? Yes O No ‘&
The Law prohibits the resale of compounded medication. By signing this application you are

attesting that your medications will be labeled with the statement “Not for Resale” and that the
outsourcing facilities products will not be resold.

p A

Original Signature of Persdn Authorized to Submit Application, no copies or stamps

Witipe & . M lley M1 101%

Print Name of Authorized Person Date
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APPLICATION FOR OUT-OF-STATE OUTSOURCING FACILITY Page 5
OWNERSHIP IS A NON PUBLICLY TRADED CORPORATION

State of Incorporation: E L_
Parent Company if any: _N\A

adaress: BAL0 Fauane Farms R S\Jit‘l 200

City: ‘NQ“MQTDY’L State: FL Zip: 5’54]4
Telephone: (AL 19%- 1hu R Fax: (Slo]) 225~ 2%85

Contact Person:

For any corporation non publicly traded, disclose the following:

1) List top 4 persons to whom the shares were issued by the corporation?

a)( 1y : : Add. 4? g, (T Dq0°
nyRache! IIS‘Q(! r;trJ'LrD MKim ‘45,5,9*% oo, Conder Suike v G

ciﬁ\Uﬂ \aS Kot Gl 3420 Fudaint Erems Lol A0 weliinadon £L. 33414

Name ] Address

aMim Ediard TN 22991 Wwarseua fe gnco Retun  EL 25433

Name Address

2) Provide the number of shares issued by the corporation. :ﬁl 117 4 kQZ)i )

3)  What was the price paid per share? _ « O\ {;)Q,f ot ?&f N,

(e,
25
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4) What date did the corporation actually receive the cash assets? 1Y ( ' ZD\ \

5) Provide a copy of the corporation’s stock register evidencing the above information

Include with the application for a non publicly traded corporation

Certificate of Corporate Status (also referred to as Certificate of Good Standing). The
Certificate is obtained from the Secretary of State's office in the State where incorporated. The
Certificate of Corporate status must be dated within the last 6 months.

List of officers and directors



June 7, 2017

STATE OF TENNESSEE
DEPARTMENT OF HEALTH
DIVISION OF HEALTH LICENSURE AND REGULATION
OFFICE OF HEALTH RELATED BOARDS
665 Mainstream Drive, Second Floor
Nashville, TN 37243
http:/itn.govihealth

Tennessee Board of Pharmacy
Manufacturer/Wholesaler/Distrtbutor
1-800-778-4123 or 6152531299

TO WHOM IT MAY CONCERN:

This verification can be considered primary source. To expedite the verification process, this is the standard format
used by the Tennessee Board of Pharmacy., We are pleased to furnish the following information from our files:

PROFESSION: Manufacturer/Wholesaler/Distributor
NAME: WELLS PHARMACY NETWORK, LL.C,
ADDRESS: 450 US Hwy 51 BYP N, Dyersburg TN 38024 “““NN g,
oy ME 52, ",
LICENSE NUMBER: 4828 = .." ‘e ‘7’@ %
~ V1 U
~ 7 A T
ISSUE DATE: May 05, 2017 S R et
= E_S . té -
EXPIRATION DATE:  May 31, 2019 = ﬁo = b
2% S
CURRENT STATUS:  Licensed e oV &
'I‘ ¥ RO .. % ‘\‘
. N - 9, 0 170p R >
STATUS DATE: May 03.2017 00, 198 S
SPECIAL ENDORSEMENT: Controlled Substance Registration

Sterile Compounding

COMMENTS: There is no derogatory information in our files concerning this facili,

Sincerely.

Restia Evans

Tennessee Board of Pharmacy

VERFFACLTY
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3\ wells

p ha yn ork 450 US Highway 51 Bypass North | Dyersburg, TN 38024 | 800.852.5689

Disciplinary Explanation

On October 24", 2014 Wells Pharmacy Network LLC., Ocala, FL accepted a consent agreement with a warning and fine from the
Maine Board of Pharmacy for failure to notify of PIC change within 7 days.

On March 31%, 2015 Wells Pharmacy Network LLC., Ocala, FL accepted a consent agreement from the Arizona Board of Pharmacy
based on the subsequent inspection by the Arizona Board of Pharmacy after receipt of a 483 from FDA.,

On November 1%, 2016 Wells Pharmacy Network LLC., Ocala, FL accepted a consent agreement from the Texas Board of Pharmacy
reprimanding its license based upon review of the Arizona Consent Agreement.

On September 28™ 2016 Wells Pharmacy Network, LLC., Ocala, FL executed a Voluntary Agreement to Restrict Sterile Compounding
with the Florida Department of Heaith and that restriction was noted on the FDOH website. This Agreement was faxed to all Board's
of Pharmacy on September 28", 2016. The FDOH and Wells agreed that once Wells gave the FDOH a detailed explanation of the
corrective actions and remedial measures taken {and documentation confirmation of same) that the voluntary inspection would be
lifted within 72 hours of notice to resume sterile compounding. On November 4"‘, 2016, Wells submitted its corrected actions and
72 hour notice to the FDOH. On November 5"‘, 2016, the sterile compounding restriction was lifted by the FDOH and Wells sterile
compounding license was returned to “active” on the FDOH website. Wells Pharmacy Network notified all non-resident pharmacy
boards on September 28, 2016 via facsimile.

In Aprit 2017, Wells Pharmacy Network LLC, Ocala, FL accepted a settlement agreement from the Hawaii Board of Pharmacy
agreeing to pay administrative costs after Wells Pharmacy Network reported disciplinary action taken by Maine, Arizona and Florida.
The Hawaii Board of Pharmacy approved the settlement as its June 15, 2017 meeting and mailed such referenced agreement on
June 20, 2017.

The California Board of Pharmacy filed an accusation against Wells Pharmacy Network, LLC., Dyersburg, TN facility dated October
21%, 2016. This matter has been resolved. Please see attached letter from Wells Pharmacy Network’s outside counsel for an
explanation.

On November 4"’, 2016, the Alabama Board of Pharmacy issued Wells Pharmacy Network, LLC., Ocala, FL a notice of emergency
suspension of license as to sterile compounding to stay in effect for 120 days and set the matter for hearing on January 24" 2017.
This hearing was postponed with the emergency suspension left in place. On January 20", 2017 Wells Pharmacy Network LLC.,
Dyersburg, TN recelved Notice of Emergency Suspension of License as to Sterile Compounding from the Alabama Board of Pharmacy
dated January 10 2017. Wells Pharmacy Network met informally with the General Counsel and Executive Secretary of the Board to
resolve the concerns from both ESQ’s. The infarmal meeting had productive results which were presented to the 8oard in Executive
Session. From Executive Session, the Alabama Board of Pharmacy conveyed to Wells Pharmacy Network that patient access to
customized medications was unimportant to the Board. General Counsel for the Board offered Wells Pharmacy Network request a
voluntary surrender of its Alabama permits with payment of 510,000 in costs with all charges dismissed with prejudice from the
Board. This request was granted by the Board and a Consent Order reflecting this Agreement has been executed by Wells Pharmacy
Network The Board countersigned on June 13, 2017 and was received by Wells Pharmacy Networks outside counsel on June 21,
2017.
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P harmacy network 450 US Highway 51 Bypass North | Dyersburg, TN 38024 | 800.852.5689

The New Hampshire Board of Pharmacy denied Wells Pharmacy Network, LLC., Ocala, FL license renewal on February 15, 2017.
Wells Pharmacy Network, LLC appeared before the Board of Pharmacy on April 4, 2017 to appeal the New Hampshire Board of
Pharmacy decision and provided additional information requested at the appearance to the Board including its NABP inspection
report. The New Hampshire Board of Pharmacy issued its decision to Wells Pharmacy Network on July 20, 2017reaffirming its dental.

On May 17, 2017, Wells Pharmacy Network , LLC., Ocala, FL received the adoption of the Imposition of Civil Fine Order by the Alaska
Board of Pharmacy in the amount of $1,000 for a technical violation of its professional licensing statutes and regulations. Wells
Pharmacy Network disputed the allegation of neglecting to reveal derogatory information concerning criminal convictions of
employees as the information was greater than 15 years old {a violation of the FCRA), a misdemeanor not covered by standard
background checks, the NABP or FBI background checks. Wells Pharmacy Network voluntarily accepted the fine as an employee did
not follow policy on reporting employee disciplinary matters and waived its rights to a hearing.

On May 18, 2017 Wells Pharmacy Network, LLC., Ocala, FL received the attached copy of the fully executed Letter of Admeonition
from the Colorado Board of Pharmacy. This Letter was based on findings that the June 9, 2015 Arizona Consent Order, previously
disclosed to all pharmacy boards, provided grounds for disciplinary action.

On June 6, 2017 Wells Pharmacy Network, LLC., Ocala, FL signed a Consent Order from the Kentucky Board of Pharmacy agreeing to
pay a fine for failing to timely report the June 9, 2015 Arizona Board of Pharmacy Consent Order.

On August 14, 2017 Wells Pharmacy Network, LLC., Ocala, FL accepted a reprimand and payment of costs of $468.00 from the
Wisconsin Pharmacy Examining Board. The Wisconsin Pharmacy Examining Board concluded Wells Pharmacy Network, LLC. engaged
in unprofessional conduct as defined by the Wisconsin Administration Code by having been subject to other disciplinary action by
the State of Florida Board of Pharmacy. Wells Pharmacy Network, LLC. has paid the costs to the Wisconsin Pharmacy Examining
Board.

On October 5"‘, 2017 Wells Pharmacy Network, LLC., Ocala, FL agreed to the attached Stipulation and Consent Order with the Board
of Pharmacy State of Idaho. Wells Pharmacy Network was willing to settle and comply going forward with all the requirements of
the Idaho Telehealth Access Act including paying a fine, reviewing the licenses for any provider sending a prescription for an Idaho
resident, and refusing to fill any prescription for an Idaho resident from a provider who is not fully licensed in Idaho. However, the
Board and Wells Pharmacy Network agreed Wells Pharmacy Network would not expressly admit to violations for these
interpretations that are not clear under the Act and for which Wells Pharmacy Network did not know in advance following the
recent enactment of the Act.

Wells Pharmacy Network, LLC (“WPN") submitted to the Utah Board of Pharmacy an application for a Pharmacy Class C
Pharmaceutical Wholesaler, Manufacturer, Distributor for its Dyersburg, Tennessee 503b facility. As part of the application package,
WPN included its disciplinary explanation for both the Dyersburg, Tennessee and Ocala, Florida facilities which had been previously
submitted to the Utah Board of Pharmacy in prior years renewals. The Utah Board of Pharmacy pended review of the Pharmacy
Class C application and issued the attached Stipulation and Consent Orders against the Dyersburg, Tennessee Class D license and the
Ocala, Florida Class D license for 2 disciplinary actions that had been timely submitted to the Utah Board of Pharmacy — one in 2015
and one in mid-2017 each of which have been fully corrected. On January 16", 2018 Wells Pharmacy Network, LLC agreed to accept
the fine of $500.00 which has been paid for each of the Orders as the Utah Board of Pharmacy was within its rights to discipline
WPN.
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STATE OF MAINE
BOARD OF PHARMACY

IN RE:

)
. ) :
WELLS PHARMACY NETWORK LLC ) CONSENT AGREEMENT
)
Complaint No. 2013 PHA 9589 )]

PARTIES

This document is a Consent Agreement regarding disciplinary action against the mail
order pharmacy license of Wells Pharmacy Network LLC in the State of Maine. The parties
to this Consent Agreement are: Wells Pharmacy Network LLC (“Wells Phermacy™), he
State of Maine Board of Pharmacy (“"the Board"), and the Maine Office of the Attorney
General (“the Attorney General”). This Consent Agreement is entered into pursuant o
IO M.R.S. § 8003(5-A).

| FACTS

1. At all times relevant to this matter, Wells Pharmacy was licensed by the Board as a mail
order pharmacy, license no. MO4000] 342,’located al 1210 SW 33" Avenue, Ocala,
Florida,

2. The Board received a change in Pharmacist in Charge application from Wells Pharmacy
on October 23, 2013, which disclosed that on October 3, 2013, Robert J. Pruncau took
over as the Pharmacist in Charge of Wells Pharmacy.,

3. Board Investigator Thoras Avery filed a complaint with the Board alleging that Wells
Pharmacy had failed to timely notify the Board of the change in the Pharmacist in Charge
&s required, which the Board docketed as Complaint No. 2013 PHA 9589,

In re: Wells Pharmacy I of 4 Consent Agreement
2013 PHA 9589
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1. Tile32 M.R.S. § 13753(1)(C) requires that change of a Pharmacist in Charge requires
notice to the Board no later than seven (7) days after the change. In addition, upona
change in Pharmacist in Charge, a mail order pharmacy shall file a new application with
the Board no later than seven (7) days after the change. Board Rule Chapier 11, §3.

5. Welis Phanmacy was required to file an application and notify the Board of the change in
the Pharmacist in Charge no later than Qctober 10, 2013, but failed to do so until October
23,2013,

6. On June 5, 2014, following a presentation of the complainl, the Board voted to offer
Wells Pharmacy this Consent Agreement in order to finally resolve Complaint No. 2013
PHA 9589.

7. Absent acceptance of this Consent Agreement by signing and dating it and returning it to
Kelly MeLaughlin, Senior Consumer Assistance Specialist, 35 State House Station,
Augusta, Maine 04333-0035 by October 3, 2014, the Board will resolve this matier by
holding an adjudicatory hearing,

COVENANTS

8. Wells Pharmacy admits the facts stated above and that such conduct constitutes grounds
for discipline pursuant to 10 MR S, §§ B003(5-A)(A)(4),(5), 32 M.R.S. § 137S3(1)(C),
and Board Rule Chapter | 1, § 3, for its failure to notify the Board of the change in
Pharmacist in Charge and file the required application within seven (7) days of the
change, .

9. Wells i’harmac:.r agrees to accept the following discipline:

a. A WARNING; and

In re: Wells Pharmacy 2of4

Consent Agreement
2013 PHA 9589
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b. A CIVIL PENALTY in the amount of seven hundred fifty dollars ($750.00),
payment which shall be made by certified check or maoney order payable lo
the “Treasurer, State of Maine™ and delivered to Kelly McLaughlin, Senior
Consumer Assistance Specialist, Maine Department of Professional and
Financial Regulation, 35 State House Station, Augusta, Maine 04333, within

thirty (30) days of the execution of this Consent Agreement.

10. This Consent Agreement is not appealable and is effective until modified or rescinded by

1.

12,

13.

14,

15.

the parties hereto,

Violation of any of the terms or conditions of this Consent Agreement by Wells
Pharmacy shall constitute grounds for discipline, including but not limited to
maodification, suspension, or revocation of licensure or the denial of licensure or re-
licensure,

The Board and the Office of the Attorney General may communicate and cooperate
regarding any matter related to this Consent Agreement.

This Consent Agreement is a public record within the meaning of | M.R.S. § 402 and
will be available for inspection and copying by the public pursuant to } M.R.S. § 408.
Nothing in this Consent Agreement shali be construed to affect any right or interest of
any person not & party hereto,

Wells Pharmacy acknowledges by its authorized representative’s signature hereto that it
has had an opportunity to consult Wlth an attorney before executing this Consent

Agreement, that it cxecutes this Consent Agreement voluntarily, and that it agrecs {o

abide by all terms and conditions set forth herein.

Inre: Wells Pharmacy Jof4 Consent Agreement
2013 PHA 9589



DATED: m/é?“i /14

DATED: /1 ]bf 20t

DATED: ﬂ“"’ugéﬂﬁf

Inre: Wells Phartnacy
2013 PHA 9589
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WELLS PHARMACY __ ___

e ) (2
Authorized Representative ’
Ben Dauin -ceo
Printed Name ;

"JOSEPH BRUNO, R.Ph., President

MAINE BOARD OF Pf-ThRMACY

MICHAEL MILLER
Assistant Attomey General

4of4 Conscat Agreement
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AucusTa, M aine 04333.0004

Fax: (207)496.329)
September 18,2014
Susan B, Mo_rrison, Esq,
Law Offices of Susan B, Marrison, P A,

1200 W, Platt St., Suite 100
Tampa, FL 33606

Re:  Maine Board of Pharmacy Complaint N, 2013 PHA 9589
Welis Pharmacy Network LLC :

Dear Attorney Morrison:

MICHAEL, MILLER
Assistant Attorney General

Enclosure

c: Kelty MeLaughlin, Senior Consutner Assistan Specialist (w/ ene.)
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Law Oificos af

SUSAN B;_MORRISON, P.A

Admitied m.ﬁ;:wcficu in Fiorida, New York anef Fetnsylvaniy " T -'T?T(-J-U-VV,_J’_I&I_EFEET.EHI'IE 1o
Tampa, Floriyn JI605 UsA
Telephone 13 8902 129)
Facsimie g3 902 9215

Email ML&Q%

December 13,2013

Via U.8. Mail { Bmaily kelly.i, mclnughlin(rbf__nnfu e.goy

Kelly L, McLaughlin

Senior Consumer Assistant Specialist

State of Majne

Department of Professional

and Financijal Regulations

Office of Professional angd Occupationa| Regulation
Board of Pharmacy

Complaints and Invesligalion

35 State House Station

Augusta, Maine 04 333-0035

Re: Complain( # 2013PHA9589
License # MO 40001342

Dear Ms, McLaughlin:

- Thus, Welis’ response

The letter was not received by Ms. Schapiro untif Novembey |1t
| referenced in your

contained hereip is timely submi((eq within the 33 day response window
letter.

application, by was unable (o submit jj {g the Board unji Oclober 22,2013, bec
Application required My, Pruneau's signature, and he
to the office on (he 2



Kelly 1., MeLaughliy
Page 2
December | 3,2013

Wells regrets that it was unable to satisly the sevep (7)day Notice reqatrement set fort
in Maine Board of’ *hatmacy Rules Chapter | 1, Section 3; However, it wag unabie lo doso
because of M, Pruncay's two week absence. The violaljon w: i

sight, jt might have been more prudent (g merely change the effective dage of the PIC change to

Oclober 22, 2013, since Wells® prior PIC conlinued to serve jiy that role untif Mc P
return, ; :

Wells undersiands the impartahee of fully complying with ajj Stalutes and rules
applicable to jtg pharmacy practice and licensure status, I al5o recogfiizes (he impartanes of your
Departmeni’s roje in ensuring public health, salety and. welfare, We assure you that despite (he
late timing of (he Change Application, Wejls’ pharmacy pmﬁ:ssi'qna?s haye at.af) times

conducted their Phamacy pracljces professtonally apd ‘wilh the utmost care‘and considenalion for
the safety of (he patients it serves, i ' :

response and advising him (hat this matter is on (he Board of Pharmicy Agenda for Tuesday’s

Board Meeting, Because Wells® pharmacy ang officers aiclocated i Florida, Wells woud [ike
to request permission to call- i

We thank yoy in advance for youy ptompt repty lo the _Q’%l"ifn:_.regugs‘[, aad further request
that you provide aq appropriate call-in number. . - W g

Very truly’ yours,
5 )
iileg

Susan B. Mortison
cc: Ben David, President and CEO

Rabert Pruneau, Vice President of Pliarmacy

feVUg o
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STATE QI MAtNI
D ART MY QI PROVESSIONAL
AND FINAMCIAL REGULATION
CHEICE OF P'ROTESSIONAL AND gecuranional. REGULATION
: BOARD OF PHARMACY
COMPLAINTS AND INVESTIGATION

i 35 STATE HOUSE STATION
: AUGUSTA, MAINE
- 01333-0015
Iaul K. LzPage 3 AL, Head, Evy
COVERHON E RIS IONLR
’ Gubdine L. Dctis
i LHEATTRATOR
October 30, 2013 !
I

i, Lk

Colleen Shapiro, Managing Melnber/SecrclaryMirector
t1101.8, Crown Way, Suiic § .
Wellington, F1. 33414

|
Re: Cowmplaint #2033 PHA 9kgo License #MO 40001342 | Expiration Date: 12/31/2013
|

Apalnst: wells Pharmacy Network L.L.C,

mp SW 33" Ave, Ocalz, FL 34474-2853
! J

Pharmacist-in-charge: No P{larmacist-in-cllargc on record at the Llime of the alleged incident.
1

NOTICE OF COMPLAINT
Dear Ms, Shapiro: i
!

Thomas ‘Avery, Chicf Field Idvestigator, has filed a complaint against the license issued to the above nzmed
pharmacy by the Board of Phirmecy, A copy of the complaint {s enclosed. Please mail to this office a deitiled
respanse to the complaint witini.n 33 days of your receipt of this letter,

¥
13
Be sure to include the complgint number shown shove on your res

forwarded to the complainant, who will have 15 days to file an optional reply, If the complainant docs filea
- -1eply, we will send you a coply. A complete description of the complaint pracess is included In the
Administrative Complatnt Pthecdures enclosed with this letter, S

ponse. A copy of your response wilt bt

If you lave any questions, l'cl:l frec to call me. Do nat conlact an

y members of the board. This prohibition is
necessary to prevent board njembers bias. . .

aspipier Assistant Specialist
(email:kelly. L. mclughlin@hhaine,

[ Michael Miller, Assistant Attorney General
Geraldine L. Betts) Board Administrator
* Thomas Avery, Chiief Ficld Investigator
Shanc Savage, CoTlplaint Officer

Enc.
i
!
: &
Uoard Stail (207)624.-862 ¢ : A Gunaliding oy
Mala Recepuionist (207)624-B603 PRICIEN ON RELYCLID VAPEN ke Cmuler, o0
TIY users ealt Maine selay 714

. L Direct Line: (107} 624-8635
wrwmping.aoviafeasionalliconsing Yaz: {200)621-8637

OFFIER LOCATION: GARDINCA ANNEX
T6 RORTUEAN AVENUL, GARUINGR, AR
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Mg Depray tmend of 1y ofessional and Occupationa | tequialion

Olfice of | Censig an ¢ legisteation
Board of I’harmacy
Complaints & Ihwvestigations
35 Stale Hause Stalion Augusta Me 04334
{207)624-8624

!’ROFESSKJNAI. LICENSURE COMPLAINT

PRINT YOUR NAME (COMRLAINANT): LICENSEE ComPLagD ABOUT.
_—tt s s \

Thomas E. Avery g Wells Pharrnacy Network L[ .
Investigator : i
Board of Pharmacy i
TODAY'S DATE: ; LICENSEE'S ADDRESS:
; =HENSEE'S ADDRESS:
. October 29,2013 | P1210 Southwest 33 Ave,,
Ocala FL. 34474
-———ﬁ__. 3 "-—______—__—i— -
YOUR SIGNATURE, ; TYPE OF LICENSE HEe(p,
i

B . Mailordﬁn.P.harmacy
! e - MO40001342

— |
———

PLEASE BE ADVISED THAT A copy OF YOUR co
FOR A RESPONSE, |

1
Clearly explajn your compl%tinl. It is important to list the facts and details i e order (hey
occurred, including names,ldates. Places and {j

mes. Include Copies of any documents which
suppor( your complaini. If you require

: More space, include extra sheets, Return this form with
any documentation fo the a Idress af the top of this forrq. .

MPLAINT wiL BE SENT To THE LICENSEE

The -M;ih.'e. Board of Pha'rmaL

Alleaation: Failure {o nolify Board of Pharmacy within

Violation: Maine Boarq of Pharmacy Rutes Chapter 11, Section 3
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STATE OF mam RECLIVED
DECARTMENT or l"I\‘OI'(.iSSI()N/\l 0CF 28015
AND FINANCA] REGUILATION
QFEICE of PRO‘ESSIONAL AND OCCUPATIONAL REGUI.ATION
! COMPANYAPPLICA'I'ION

i

e

' ——
APPLICANT INFORMATION (please pring)

NAME OF MAIL OROER PHARMACY s )
U 9e L s ] ;

— -_'--—___.-.——..-_———~___. -

X e A —TWerr ¢ (L e e
PHYSICAL LOCATION oF 114 MAlt. ER PHARMAGY
N Lar]
b lag S 3 Aue_ L
City [ STATE , 2IP coun
e L ] = SUUY Cap:“'o A
MAILING AGDRES§ R
L LD )

city ’

! STATE .oae COUNTY
Oca 1e |_PC 3uliny Ma o
PHONE # (253 o3 09,13 1 FAX it B3) . Yo,

: ]
PERSON RESPONSIBLE FOR COMPLE

~SLso .
[TING AND SUBMITTING APPLICATION
(must be an owner or officer of the eqit ) BtM 0 U D) =
fo i
bettet, , | 8 and Occupalional Regulation wi ety upon Bls Information for
. trulhfut and factyal, | also undersiand that sanclions may be imposed including denial,
of myfiges Informalion is found 1o be faise,
SIGNATURE = &iﬁcw DATE 5511
[t 7 —— LR ——— 5 -

i i g

Charlge of Pharmacist in Charge
TSRS (| oF - Mail Order. RREFMaGy s sy s |
: Required Fee: $100.00.(Non Refundable) :

! T oamey
Malne Mail Order Pharmacy Licensg # S e "Check #t
' Ofiice Use Only: - Amount:
0 4000 izua !— " Cashy
1457 - $100.00 : 5
Explration Date__ {2/ 31 13 | ' ' . Lic, #.._____________ :
-____-______—_'T" : . ‘issue Date_
i "Exp. Dale -
! . : — _
[ T - PAYMENT OPTIONS; i . ..
Make chacks Payable o "Maing State Treasurer- - |f You wish lo pay by Mastercard g Visa, fill oul the followving: N
NAME OF CARDHOLDER (please print name on card)

| authorize the Deparlment of Proiesslmnal and Financial Rec u

and Qccupationg| Reguiation to
charge my (3 visa . : [ MASTERCARD the following amoun(: e -
- _._..__'::'f..'.:f.f..‘_:fff:_ff_'.'.:ﬁ:ﬁf@?ﬁ@f&]ﬁ%ﬁ:ﬁ_7‘ ot
SIGNATURE: *
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SECTION 1: company INS

ORMAT HON
N_:'“l_.l_i_'_l:t- O l'.,l:\_ll_al_-il' (:)'.'.[!..""'.n.[’_li;n-n{ i "y T il i
SRR Sl EEIE: N '_-,....:.6,1,,;1'-, %2
E" .)‘}'{:_'."’.\"‘_- &4 NMecTudar I, (L
; s PR R R e T S A ey 5 SRR
VN2 Y _-@ﬁ&.%&%&?\ﬁa 'E:’_é&& ":g : : 3 &‘gﬁlj‘!* (j‘!‘dlte.n ;_‘__ %I’F‘ %E;’ﬂ%! agﬁjg ‘m@}ﬂ;
(3 -y P

@-LJO...L

T T ey,

AT '_?_Erﬂﬁ R TREAe T DA AT
@3’,51;1%13:;, o 95y
IS A DR e Al £ pm e L

__ MNetnuge e

(32 MRSA §13702-4 (23)

*Pharmacist in

AL ‘3@1 o

2 TR
X_’J*:'_L‘.::]-’.}‘Q X

TR
TN '{.“r"&f“‘

HEERET

U'ﬁ-: .-‘\:%q_,r‘__",—.g_:ug-; T ‘,
i N
EA TV feob i o2 Al

EFFECTIVE DATE OF CHANGE

. e |
4 > -INIIALS OF AppLIGANT
Publishet undeg

appropriation 014024380017
35 State tHouse Staljon, Augusia Mi: 04333

RECEIVED
0CT 23700
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SECT !.U_.N...?-.E.S.”.'.L'.l:.::.'.’J."A!.?_M(\_(i! SEIN CHARGE INEORMATION

THIS SECTION MUST K: ComPLETED BY T f‘ll/\RMACIS'J' IN CHARGE ("P1cHy. Check
appiopriate response to lhe queslions below, Any YIS fesponse must he fully explained by
wrillen slatemen on a separale sheel of Papet, signed angd daled, and submilled wif) your
applicalion. :

ailure (o disclnse criminal conviglions may

oYes
: g No

1. o DEA aclion . ... .. I'
a Other Stale of Pravince (Name)

| .
Submit a Copy of the offickaf aclion by the enlily.

2,
3. Provide a delailed explanation in your own words on 4 Separale sheet of Paper,
Have you ever received a sgnction from Medicare of from a state Medicaid
program? o

Clarification on Programs: j

*  Medicare — Health Progrim administere
people that gre (1) ages bs or older, (2)
disabilities, and/or (3) alllages with end-

d by the United Slates government {or %es
under the age of 65 wilp certain ©
stage rena| disease,

i _
*-- Medicaid — Healih Prograny ddiministerag by the United States government for
People with limited incordes, - :

* MaineGare.~ Heajp pregiram admin

istered by the State of Maine with similar
eligibility requirements ak Medicaid. S

. i — ]
Have you ever been convicted by any court of any crime? Ifyes, enclose a delailed [gYes
description of whal happenq’d (including dates) and a copy aof the cour judgment, o

—
Has any junsdiction taken d sciplinary action against any Professional license you
hold or have held, or deruec( yaur application for licensure? |f yes, enclose g aYes
delailed explanation ang corz_ies of ali documents ' eNo

_ 5
T | i CEIVED
j}//JDINH LS O AR IEANT “REEIVEL

H vyt I
l'uhli:.l!etl undar approgiaion Q1402438001 Hevisud 08120 52 0C1 23 1013
35 State troyse Station, Augusta ML Q4073 Wobsito AW g _unv!n.-pm.ssmu.;-|_1!r__qn§|_;_|-_.
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B a4 mnbaas e o

SECTION 3: NOTICES
10 Day Nolifica Liml_&gtw_ix_t_fmsr_u_l

This applicuntflicensee muslircpml in wriling to the Board the

following information no later han 10
days after the change or event, as the cage may be;

a. Change of name :é)r address of the licensee;
b. A criminal conviciion of the licensee
ership inlerest in lhe licensee;
i
€. Acrevocalion, sus ension, or other disciplinary action taken in this or any other juisdliction
against any occubalional of professional license held by the applicaniflicensee of anyone
listed on this applicalion as having an ownership interest in {he licenses: o

or anyone listed on this application as havingan owi-

d. Any material chaflgc in the condilions of qualificalions set forih In the origfﬁa[ appleation
far licensure subnitled Lo the Board.
I

Notice (o Consumers (Bo;.{rd Rutle Chapter 11, Section 5)
1

A mail order prescriglion pharmacy and mail order contacl lens supplier shall Includevith
each prescription filléd prominent notice (hat complaints against the mail order prestiption

Pharmacy may. be fiibd with lhe Complaint Coordinalor, Office of Professional and Occupa-
lional Regulation, 35{ Stale louse Station, Augusila, ME 04333,
|

2 ANHTIALS OF APPLICANT

¢ .
Publis|ico under appropriation 01402A4:300013 Revised 0817017

A% State House Slalion, Augusia ME 042373 Websile: !f_v_wm_enﬂin_f;.slov-‘ll.!Qlc,sww_llit__crf!wm RECLIVED

: 0CT 24 7013
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S B

e S Ay ——alte ey

MAH. O8N 12 B IARMAC Y. CHANGE: ¢ ST I CHARGE. Cheeklist allitny gy
Please chock itk cach oy o aflirm ey You have enclosed Hie infonmatio

this application, Thisg ellﬁrnm!in_n checklist docy nol replaca |he fequircmenis aullined in the o ol
Phatnacy Laws and Rules Please joviow ther catrelully lor moee detailed ang clarifying infnation, This
thecklist i designed ug 5 lool t'o conlirm that your application is tomplele ang teady lg lorwaidle oy office,

e L L .. e

e

il cdocuments rexiumeel {oy

— _h-.___-—_.-_.-......-....

BEES

an indicalar (hay YOou have compleled the fnllnwing.
- Each seclion of the app!icah

ion has been Gompleted.
X Each page of the applic{:tion. where noled, has beer Initiated,
= Signalure Present wheré noteq,

M= Check made payable lof Treasurer Stale of Maine in the amoun( ol $100.00 is enclosed, or
Credil card aythg ization completeqd,
ST

“ A copy of the Consent agreemen of order issued by (e Board or Jurisdiciion is enclosed if licensure
discipline has begn indicated,

\‘l"f‘/\ copy of the Courl Jyq

slalement, in youf words, regarding the details of

1' -
ECTION 4: CERTIFICATIQN AND SIGNATURES

S
Read the stalement below ant! sign where indicated ag your cerlificatio
on this applicalion, :

By my signature, | hereby ceriify that the information Provided on {hig application and g
accompanying documents js frue and accurate fo

the besi of my knowledge and beliaf. By
submitfing (his application | udderstand that lhe Maine Boarqd of Pha i
information as truthful ang fadlual,

N of the informaijon pravided

not be accepted and will be re;’(urned and fees forfejteg
unanswered questions, lack qf"app
or missing or wrong fee, i

Also, as the F’harmacisl in C:Iarge cerlify b)} my signalure (hiaf
Maine Board of Pharmacy laws and rules and re

practice of Pharmacy or in any maflers
safely of ihe public, as required by laws ang rules,

e P
Gl "«’.Eh‘}:,-ﬁg:'. :-’ﬁs,--.--‘,-i'.‘: JLe™

o

Tivoem

Eo

T
LT,

Publishgd undoy anproprislion (1407A4 380012
35 State ouse St.-:l‘

Revised 0ar01p
ion, Augusia My 04337 Wehsite: W s pai

“eaaviolessivnatlicensing RECITIVED

0CT 2.3 7013
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Agreed Board Order #L-15-037
Wells Pharmacy Network LLC
Page 2
Respondent, neither admit nor deny the truth of the matters previously set out in this Order, and
agree that the Board has jurisdiction in this matter and waive the right to informal conference,
notice of hearing, formal administrative hearing, and judicial review of this Order.

The partics acknowledge that this Order resolves the allegations set forth herein, and
agree to the terms and conditions set forth in the ORDER OF THE BOARD below.

ORDER OF THE BOARD
THEREFORE, PREMISES CONSIDERED, the Board does hereby ORDER that

Respondent’s license is reprimanded.
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AGREED BOARD ORDER #1-15-037

RE: IN THE MATTER OF BEFORE THE TEXAS STATE
WELLS PHARMACY NETWORK LLC BOARD OF PHARMACY
(PHARMACY LICENSE #28293)

On this day came on to be considered by the Texas State Board of Pharmacy (Board) the
matter of pharmacy license number 28293 issued to Wells Pharmacy Network LLC
(Respondent), 1210 Southwest 33 Avenue, Ocala, Florida 34474,

By letter dated May 5, 2016, the Board gave preliminary notice to Respondent of its
intent to take disciplinary action. This action was taken as a result of an investigation which
produced evidence indicating that Respondent may have violated:

Sections 565.002(a)(3) and (13); and 565.002(c) of the Texas Pharmacy Board

Rules, 22 Tex. ApMmiy, Cope (2013), as alleged in the Count below.

The conduct described in the Arizona State Board of Pharmacy Consent Agreement is
substantially similar to conduct described in:

Section 565.002(a)(3) of the Texas Pharmacy Act, Tex. Occ. Copg ANN, Title 3,
Subtitle J (2013); and

Sections 291.133(d)(12)(C)(v); 291.133(d)(13}; 291.133(d)(14);and 291.133(e) of
the Texas Pharmacy Board Rules, 22 TeEx. ADMIN. CoDE (2014).

COUNT

On or about June 9, 2015, the Arizona State Board of Pharmacy entered & Consent
Agreement against the Arizona pharmacy permit number Y005709 held by Wells Pharmacy
Network, The Order was based on findings of fact regarding inspections by the United States
Food and Drug Administration (FDA) conducted at the pharmacy’s licensed location in Ocala,
Florida, between February 21, 2014, and March 7, 2014. During the inspections, FDA identified
violations of law conceming the pharmacy’s sterile compounding operation. In addition, a
compliance inspection by the Arizona State Board of Pharmacy on October 7 and 8, 2014,
identified violations related to maintaining proper records of quality assurance of compounded
preparations. The Agreement imposed a one year probation, $9,000 civil penalty and an
unannounced random inspection by the Board within one year of the entry of the agreement.

By letter dated May 5, 2016, Respondent was notified that the matters previously set out
in this Order could be disposed of without the scheduling of an informal conference or a formal

administrative hearing. By signing this Order, Colleen Stacy Shapiro, Board Member of Wells
Pharmacy Network, LLC, on behalf of Respondent; and Michael R. Sharp, Legal Counsel for
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Agreed Board Order #L-{5-037

Wells Pharmacy Networl
Page 3
And it is so ORDERED.

THIS ORDER IS A PUB

SIGNED AND ENTERE

LLC

L1IC RECORD.,

DONTHIS _1st day of _November

2016

() Thit,

MEMBER, 7

ATTEST:

EXAS STATE BOARD OF PHARMACY

Gay Dodson, R.ph., E:
Texas State Board of Pha

APPROVED AS TO FOR

ive Director/Secretary
fmacy

.M AND AGREED TO:

G A

Colleen Stacy Shapiro, B
For and on behalf of Wel

[

Michaei R. Sharp, Legal

ard Member, Wells Pharmacy Network, LL.C
Pharmacy Network LLC

unsel for Wells Pharmacy Network, LLC

Law Firm of Sharp & Cobos
4705 Spicewood Springs Road, Suite 100

Austin, Texas 78759

APPROVED AS TO FORM:

.

Kebstin Arnold, eneral Counsel
Texas State Board of Phafmacy

ShAttomeys\PNLs 0116 - 1216\Wells!

Pharmacy Network LLC\Cose Prep\Welia Pharmacy Network LLC_MOABO_656462_amended duex
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Ft. DOH MQA Search Portal | https://appsmqa.doh.state.fl.us/MQASearchServices/HealthCareFrovi..,

g Department of Health

License Number: PH27462

Data As Of 11/5/2016

Profession Pharmacy

License PH27462

License Status CLEAR/

Qualifications Special Sterile Compounding

License Expiration Date /2872017

License Original Issue Date 02/06/2014

Address of Record 1210 SW 33 AVE
OCALA, FL 34474

Controlled Substance Prescriber No

Discipline on File No

Public Complaint No

The information on this page is a secure, primary source for license verification provided by the Florida
Department of Health, Division of Medical Quality Assurance. This website is maintained by Division staff
and is updated Immediately upon a change to our licensing and enforcement database.

1ofl 11/5/2016 10:01 PM
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wells

pharmacy network 1210 SW 33% Avenue | Ocala, FL 34474 | 800.622.4510

snperiar sclence F servica

November 4, 2016

Edwin A. Bayo, Esq.
Grossman, Furlow & Bayo, LLC
2022-2 Raymond Diehl Road
Tallahassee, FL 32308

Dear Mr. Bayo,

Per Florida Department of Health's request, Wells Pharmacy Network is notifying you of our completed corrective
actions as stated from our September 20, 2016 response letter and the Company's intent to resume sterile
compounding at 9 am on November 09, 2016 for the purpose of dispensing and shipping.

Observation 1:

The cleanrooms are negative pressure and are used for both hazardous and non-hazardous drugs.
Compounding records document that hazardous drugs (HD) and chemotherapy and non HD drugs were
compounded in the same room and PEC on the same day. Non-hazardous drugs must be compounded in
a positive pressure room and not exposed to contamination with HD.

Response to Observation 1:

The negalive pressure cleanrooms were used to compound hazardous drugs and non-hazardous drugs between
the dates of 19 July 2016 and 14 September 2016, Between each lot compounded during this timeframe, a
chemical deactivating cleaning agent (CIP 100) was used to ensure cross contamination between batches did not
occur, However, this chemical clean was not documented as an additional clean in our normal process, The
current cleaning documentation practice was driven by tasks created in Simplifi<797> software system. The
software was not updated to include chemical cleans during this time frame. Prior to 19 July 2016, all non-
hazardous drugs were only compounded within the positive pressure cleanroom.

As a precautionary measure, a voluntary recall has been issued for all products compounded in the negative
pressure cleanroom during the timeframe of 19 July 2016 and 14 September 2016 {Attachment 2 — Recall
Spreadsheet). No adverse reactions have been reported by customers or physicians regarding the sterile lots
listed in the recall,

In addition to the recall, Wells Pharmacy Network has tested several lots of non-hazardous products that were
compounded during this timeframe in the negative pressure cleanroom for potency testing to confirm no trace
hazardous drug exists within the non-hazardous products (Attachment 3 ~ Dyna Labs Reports).

The Cleaning of ISO 5 Enclosures procedure (Attachment 4 — Cleaning, Disinfection, Operation and Maintenance
of ISO 5 Enclosures) was updated and effective on 16 September 2016 to include the use and documentation of
use of the chemical deactivating cleaning agent to clean the compounding hoad in-between lots of different
products,

Furthermnore, each class of product shall be compounded in their respective areas going forward. All non-
hazardous medications shall be compounded in the positive pressure cleanroom, chemotherapy medications
shall be compounded in the negative pressure chemotherapy cleanroom, and hazardous medications shall be
compounded in the negative pressure hazardous compounding cleanroom. Under no circumstance will any of
these products be produced in another cleanraom with a different class of products.



A wells

pharmacy network
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i ey 1210 SW 33" Avenue | Ocala, FL 34474 | 800.622.4510
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Completion of Observation 1
Corrective actions completed in full at time the September 20, 2016 response was submitted.

Observation 2:

A fungal contamination in the cleanrcom starting in January was not identified until May.

Response o Observation 2:

Fungal recoveries were observed in the environmental monitoring results in the positive cleanroom beginning 22
February 2016 (no excursions were noted in January) and included corrective actions by the onsite Microbiclogist
to address accordingly as listed in each respective investigation. However, in June and July 2016 respectively it
was noted that sterility results of four (4) products were suspect. Upon further investigation, it was determined that
the annex room that is adjacent to the compounding room contained fungal growth that began to show a drift of
environmental contamination into the adjacent compounding cleanroom. The root cause of the issue was
determined to be caused by a leaking pipe above the cleanroom which has since been resolved.

The taminar flow hood used 1o test the products for sterility indicated similar fungal recovery as seen in the annex
room. The suspect sterility products were sent to a third party testing laboratory and was determined that product
was not compromised by the environmental conditions at the time (Attachment 5 — Mold Remediation Plan). No
adverse reactions have been reported by customers or physicians regarding the sterile lots listed in the recall.

Although no sterility failures or adverse events have been noted to date at Wells Pharmacy Network, as &
precautionary measure, Wells Pharmacy Network ceased all sterile compounding on September 14, 2016 and a

patient level voluntary recall was issued for all sterile products compounded between 22 February 2016 and 14
September 2016.

On 02 September 2016, the remaining lots prepared between 20 June 2016 and 15 July 2016 in the positive
cleanroom were pulled from the shelves internally and sent for testing with a third party laboratory (Attachment 6
— Sterile product removed from inventory). An aliquot sample from each vial is being tested for sterility and
endotoxin. Interim results indicate no suspect sterility or endotoxin results. The results for ali vials sent for testing
will be avallable starting 27 September 2016 for some lots and with all lots off test by 07 October 2016.

Additionally, a robust cleaning program was implemented on 02 August 2016 to include new cleaning agents

(Attachment 7 — Cleaning and Disinfection of Classified Areas (the cleaning program has since been revised and
enhanced)).

A robust environmental monitoring procedure {(Attachment 8 — Environmental Monitoring of the Cleanroom} was
implemented on 16 September 2016 to include dynamic monitoring of contact sites and personnel contact plates
for each lot compounded to provide visibility into the environmental conditions during each lot compounded. No
compounded sterile batch will be released until environmental monitaring data for that lot is completed and
reviewed by the Quality Assurance department.

Tracking and trending of the environmental monitoring data was implemented on 16 September 2016 with
management review (Attachment 9 ~ EM Tracking and Trending Spreadsheet). A procedure was developed and
implemented on 30 September 2016 (Attachment 10 — Tracking and Trending Program). In the event an
actionable environmental moniloring excursion is noted, Wells Pharmacy Network will open an investigation and
determine the root cause and discard the batch associated with the EM.
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wells

pharmacy network

stiperior science & service

1210 SW 33" Avenue | Ocalz, FL 34474 | 800.622.4510

The environmental monitoring program now has oversight by the Senior Director of Quality Assurance. The
affected cleanroom has since undergone planned renovation activities as well as a complete post construction
clean and decontamination with Vaporized Hydrogen Peroxide by a third party company.

Completion of Observation 2
The lots prepared between June 20, 2016 and July 15, 2016 in the positive cleanroom that were pulled from the

shelves internally and sent for testing with a third party laboratory have been completed and indicate no suspect
sterility or endotoxin results.

Bioguell, a third party decontamination company, was on site October 28, 27 and 28 to fog the cleanrooms with
vaporized hydrogen peroxide. The validated method provided by Bioquell has been shown to provide a log®
reduction in microorganisms within the cleanroom space, Biological indicators shall be used to confirm the
efficacy of the fogging process and will be avallable for confirmation from the required incubation period along
with a summary report expected on November 06, 2016.

Breach cleaning of the areas began October 24, 2016 consisting of full cleaning ceiling, walls, equipment,
surfaces, and flocrs and was completed in all rooms on October 31, 2016.

Validation of the Lighthouse continuous monitoring system for pressure, temperature, humidity, viable and non-
viable air samples has begun with an expected completion date of November 04. The continuous monitoring
system shall begin routine monitoring on November 07. The continuous monitoring system will capture
compounding conditions inside the cleanroom space as well as Inside the biological safety cabinets and laminar
flow hoods.

Environmental Monitoring Performance Qualification began October 28 and will continue through November 17 to
validate the fitness of the cleanrooms. This monitoring shall include viable air samples, non-viable air samples,
and contact plate samples during static and dynamic conditions,

Routine environmental moniltoring shall commence following the environmental monitoring performance
qualification on November 21. Routine environmental monitoring includes contact plates during dynamic
conditions and cleanroom viable air samples and contact plates during static conditions.

Observation 3:

Surface sampling Is done after cleaning.

Resnonse fo Observation 3:

Routine environmental monitoring was performed during the day after compounding activities prior to the evening
clean; however, the surfaces of the tables, carts, and 1SO 5 faminar flow hoods were wiped per procedure afler
the completion of compounding for the day. Environmental monitoring surface sampling was originally designed
to evaluate the cleanliness of the room and not designed to determine the conditions during compounding.

On 16 September 2016, the new Environmental Monitoring procedure became effective (Attachment 8 —
Environmental Monitoring of the Cleanroom) that evaluates the cleanliness of the room on a routine basis as well
as capturing the dynamic conditions of the surfaces and personnel during each compounding lot. Training for all
technicians performing the environmental monitoring was completed on 16 September 2016,
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Completion of Observation 3

Corrective actions completed in full at time the September 20, 2016 response was submitted. Environmental
Monitoring to qualify the fitness of the cleanrooms began on October 28, 2016. Routine Environmental Monitoring
per balch is scheduled to begin on November 04, 2016, upon resuming sterile compounding.

Observation 4:

Certification does not document the use of the fume hood and that weighing and mixing in the ISO 7 was
conducted during the certification.

Response o Observation 4:

The certification of the fume hoods were not performed during dynamic conditions that mimic normal operating
conditions. Wells Pharmacy Network states the certification of the hood is within specification for static
conditions. Wells Pharmacy Network understands dynamic conditions will portray realistic conditions as to the
functionality of the equipment during compounding. The dynamic certification of the fume hoods was performed
on 29 and 30 September 2016. In addition to the cerification, a smoke study was performed and video recorded
on 28 September 2016 to ensure the designed function of the fume hood was not compromised by the
compounding activities taking place in the hood during dynamic conditions.

Completion of Observation 4

Certification of the cleanrooms under static conditions was performed October 17 and continued through October
27 in the cleanroom spaces respectively. The certification included, but is not limited to, video recorded static
smoke studies, performance testing of the HEPA fiiters, particle testing, etc. Dynamic smoke studies are

scheduled to be performed on November 02, 2016 per Wells Pharmacy Network Smoke Study procedure
{Attachment 1).

Observation 5:

Documentation of validation is not available. Depyrogenated glassware is held in an area that is not
certified for up to 30 days.

Response lo Observation 5.

The oven validation documentation was filed at Wells Pharmacy Network's offsite warehouse; however, the
documentation was unable to be located at the time of the inspection. The 2014 validation documents were
reviewed by the inspector during the inspection. The 2015 oven validations were completed in January and June
of 2015 (Attachment 23 - Oven Validation 2015). Wells Pharmacy Network agrees that an oven validation is vital
to ensuring the sterility of our products and is in the process of developing a robust oven validation program that
includes equipment and cycle validation with an expected completion date of November 20186,

In addition, the depyrogenated glassware that was held in a controlied not classified area for up to 30 days was
moved into classified glassware environment {ISO 8) on 30 September 2016 to assure sterility. A study is
currently being developed to test the glassware to validate an appropriate hold time to ensure sterility assurance
and shall be completed by November 2016. As indicated by the sterility testing reports of all sterile products ta
date, the sterility of Wells Pharmacy Network's product has not been impacted by the depyrogenated glassware.

Completion of Observation §

Glassware hold time study was completed with negative sterility results (Attachment 6). The glassware stored in
the unclassified area was remaved, recleaned, rewrapped, and depyrogenated. The glassware hold study shall
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be repeated as the glassware is now stored in a classified ISO 8 cleanroom space as indicated in the procedure
(Attachment 2 - Sterilized Glassware Hold Study).

Observation 8:

The gloves and masks are not labeled for use with hazardous drugs.

Response to Observation 6:
Wells Pharmacy Network takes seriously the health and wellbeing of the compounding technicians. Upon

discovery of the observation above, Wells Pharmacy Network immediately contacted multiple cleanroom suppliers
to order the appropriate gloves and masks. After discussing with multiple vendors, there are no masks on the
market that are labeled for chemotherapy use. Wells Pharmacy Network chose the most aggressive sterile mask
on the market to provide the most protection against hazardous drugs. The glove and mask descriptions are as
follows:

Gloves: Medline Nitrile Sterile Exam Gloves
Masks: Sterile pouch style facemask, head loop, gamma irradiated, low linting, latex free

The specification sheets for each are attached (Attachment 18).

Completion of Observation 6
Corrective actions completed in full at time the September 20, 2016 response was submitted.

Observation 7:

Documentation of training in safe handling of hazardous drugs was not provided.

Response to Observation 7:

Although hazardous drug handling training Is provided to each pharmacy technician upon hire through on the job
training as well as reading of the procedure, documentation of such training has not occurred. As a result, a more
robust training program for handling of hazardous drugs was developed and implemented on 23 September 2016
(Attachment 11 — Handling of Cytotoxic or Hazardous Compounds). Formal refresher training was provided for all
staff handling the hazardous drugs on 22 September 2016 and 23 September 2016 and documented (Attachment
12 - Training on Handling of Cytotoxic or Hazardous Compounds).

Completion of Observation 7

Corrective actions completed in full at time the September 20, 2016 response was submitted.

Observation 8:

Hands are washed in the unclassified area, then sterile shoe covers are donned over the bootles worn in
the unclassified space, masks are donned (technician placed the straps over ears and under the bouffant
and Instructed the Inspector in the same method which required touching hair and skin with the cleansed
hands). Hands are not rewashed, hand sanitizer is applied prior ta gloving.

Response fo Observation 8:

The normal process for gowning in the hazardous and positive cleanroom is to don the mask and first pair of
sterile booties, wash hands in the sink located in the classified area and enter the ISO 7 ante room for donning
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sterile garments. However, due to the design of the chemotherapy cleanrcom, the current practice is (o wash

hands in the controlled not classified area, don facemask, don sterile booties, and sanitize hands prior to adding
sterile gloves.

Wells Pharmacy Network agrees with the observation of the Florida Depastment of Health and has updated their
gowning practice in the chemotherapy area as follows (Attachment 13 - Gowning Procedure and Requirements
for Entry into Classified Areas for Ocala, Florida — Effective 30 September 2016}

Upon entry into the controlled not classified area, thoroughiy wash hands with Antimicrobial Soap for

approximately 80 seconds up to the elbow if in short sleeve gown and hands only if in long sleeve gown, focusing
under the nails with a sterile nail pick and in skin creases.

Rinse up towards elbow, not down towards fingertips.

Dry hands with a low linting disposable wipe, wiping towards elbow not fingertips if in short sleeve gowning.
Don sterile gloves.

Apply facemask.

Apply sterile boaties.

Remove sterile gloves and sanitize hands with Sterillium.
Don sterile gloves.

Continue with donning sterile garments,

Training on the updated gowning procedure was provided to the sterile technicians on 28 September 2016.

Completion of Observation 8
Corrective aclions completed in full al time the September 20, 2016 response was submitted.

Observation 3:
Didactic training is delinquent.

Response lo Observalion 9:

Didactic training for the sterile compounding technicians and pharmacists are performed on an annual basis via
Critical Point (an extension of Simplifi797) software system. However, in 2015 didactic training was performed
through the freeCE program with a hardeopy filed in each employee’s training binder (Attachment 14 — Didactic
Training). Formal didactic training has been performed throughout the year {(2016) with the expected completion
of December 2016. In addition, several training sessions have been performed with the sterile compounding

team with the new procedures that have been implemented. The following training procedures were completed at
the time of the Florida Department of Health inspection:
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Procedure Date Techniclans and Pharmacists Trained
Harmony Donna | Paul Daniel Anthany Michael
SanFlllipo Mast Mast Lakatos | Campbell, | Farfaglia,
RPh RPh
Gowning Validation 8/5/16 B/5/16 8/5/116 | 8/5/16 B/9/6 8/5116
Cleaning and Disinfection of B/5116 8/5/18 8/5/16 | 8/5/16 8/9/16 8/5/16
Classified Areas
Filter Integrity Testing 71181186 7/118/16 [ 718/16 | 7/18/16 | 7/6/16 *
Good Documentation Practices | 7/18/18 711816 | 7/118/16 | 7/18/16 [ 7/18/16 *
Gowning Procedure and 71816 71816 | 7MBM6 | 7MB/ME | 7/5M16 .
Requirements for entry into
Classified Areas
Fingertip Monitoring 8/30/16 3/2116_| 8/30/16 | 4/19/16 | 1/29/16 8/23/16

* These trainings were performed on 8/5/18; hawever, the fraining form has inadvertently been misplaced. A
retraining of the procedures was performed and documented on 9/26/16.

Didactic training for Michael Farfaglia was completed in June 2016. Didactic training for all sterile technicians was

completed 27 September 2016. Didactic training for Anthony Campbell will be completed by 07 October 2016.

Completion of Observation 9

Didactic training Iis current with all sterile techniclans and sterile pharmacists as of October 03, 2018, A procedure

is currently in the revision process to include didactic training requirements and ensure all didactic training is
performed annually (Attachment 3: Sterile Compounding Personnel Qualification — Draft with an expected
implementation date of November 04, 20186).

Observation 10:

Final visual inspection check of the product Is conducted by technicians instead of the pharmacist

64816-27.1001 FAC.

Response to Observation 10:

Visual inspection is currently performed informally during the labeling of vials by the sterile compounding
technicians. The formal visual inspection is performed by the Quality Control personnel in a lightbox with a black
and white background. 100% of the vials are visually inspected. Once completed, the pharmacist signing off on
the batch views vials at random to confirm the visual inspection. 100% visual Inspection is performed by a
pharmacist once the vials are dispensed from inventory and brought to the second pharmacist verification station
prior to shipment. At this checkpoint, pharmacists verify the product, label, crimp/seal, as well as visually
inspecting the vials against a fluorescent light background for particulates or visual defects.

Wells Pharmacy Network has updated the process to include a pharmacist 100% visual inspection of all sterile
products immediately after compounding and prior to being labeled. This visual Inspection is performed against a
black and white background in the lightbox. The procedure was updated with the final version expected to be
efiective on 07 October 2016 (Attachment 21 - Visual Inspection Program).

Completion of Observation 10

Visual inspection procedure has been finalized and all pharmacists have been trained. The procedure shall be
imptemenied as the sterile compounding resumes within the facility {Attachment 4).

332
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Observation 11:

BUD for some products lack justification. Potency and stability has not been conducted for HCG,
Sermorelin, Cyclosporin, Mitomycin and Tesiosterone,

Response lo Observation 11:

Potency has previously been conducted for various Testosterone injection products (Attachment 15 — Dyna Labs
Potency Reports), and a stability study has been initiated. However potency andfor stability studies have not
been performed for HCG, Sermorelin, Cyclosporin, and Mitomycin. The BUD for these products were previously
determined based on based on the USP<797> and USP<795> recommendations of 180 days for non-agueous
formulations (Attachment 20 - USP <795> BUD).

No compendial method exists for testing of Sermorelin currently. Additionally, the USP assay for HCG is dated
with the use of animals for testing. A confirmation of label claim for Sermorelin and HCG via ELISA Is currently
pending with a third party lesting laboratory with an expected completion date of 18 November 2016 (Attachment
22 — Email from RayBiotech). In addition, Wells Pharmacy Network has developed a stability time study to
include sterility and endotoxin testing of Sermorelin and HCG at multiple time points to confirm the assigned
Beyond Use Date (BUD). Mitomycin and Cyclosporin have been sent to a third party testing laboratory for
potency and stability testing to confirm the current assigned BUD and expect results by 14 October 2016.

Completion of Observation 11

Wells Pharmacy Network will compound HCG and Semorelin with an assigned BUD of 180 days per the
USP<797> and <795> guidelines for non-aqueous products since there is no readily available compendia
method. Wells Pharmacy Network begin a stability program on HCG and Semorelin consisting of endotoxin and
sterility testing at multiple time points to confirm the container closure over time.

Wells Pharmacy Network will prepare a batch of Mitomycin to send to a third party laboratory for a time study to
confirm assigned BUD.

Cyclosporin time study is currently underway to confirm the BUD. The first time point has past and testing

confirmed the product was within specification at 30 days. The next time point to test is at day 60 on November
11, 2018.

Observation 12:

Does not have a formal training program for patients and caregivers in the proper storage, handling, use

and disposal of compounded sterile products. There is no procedure for patients to ask questions and
report concerns or adverse events,

Response lo Observation 12:

As part of Wells Pharmacy Network's commitrnent to patient and caregiver safety, Wells has developed a formal
program to distribute information pamphlet with each shipment on the proper storage, handling, use, and disposal
of compounded sterile products {Attachment 16 - Patient and Caregiver Training Procedure). In addition, the
information pamphlet includes the following:

Call your doctor for medical advice about side effects.
You may report effects to the FDA at 1-800-FDA-1088.

A Well Pharmacy Network pharmacist would like to answer any guestions. For consultation please call 1-800-622-
4510.
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A generic pamphlet was developed to send to patients with each sterile hazardous product. Circulation of this
pamphlet began on 30 September 2016.

Completion of Observation 12

Wells Pharmacy Network ceased sterile compounding activities on September 14, 2016. A Generic Pamphlet for
Sterile Medication handling, storage, and disposal (Attachment 5) has been created however has not been
circulated as sterile compounding has not occurred. When sterile compounding resumes, the pamphlet will be
included with all sterile compounded drug shipments.

All renovation activities within the Wells Pharmacy Network facility are finalized as of October 24, 2016, All other
corrective actions listed in our response letter dated September 20, 2016 have been completed in its entirety and
successfully tested. Welis Pharmacy Network is providing the Florida Department of Health 72 hours notice of its
plans to resurne sterile compounding with the intent to dispense with this letter. Please do not hesitate to
contact me should you have any questions.

Sincerely,
o
Melissa Stefko pioroar s 2eve1z
By

Melissa Stefko
Senior Director of Quality Assurance
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Attachments

Attachment 1: Smoke Study Procedure

Attachment 2; Sterilized Glassware Hold Study

Attachment 3: Sterile Compounding Personnel Qualification - Draft
Attachment 4: Visual Inspection

Attachment 5; Generic Pamphlet for Sterile Medication handling, storage, and disposal
Attachment 6: Glassware study results
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| Grossman, Furlow
& Bayo, LLC

ATTORHNEYS AT LAW

Re:  Wells Pharmacy Network, LLC (NABP # 1002752)

State Board of Pharmacy

To Whom It May Concern:

This firm serves as Regulatory Counsel for Wells Pharmacy Network, LLC (“Wells™).
We would like to notify you of our client's current regulatory situation with the Florida
Department of Health (“DOH") and the Food and Drug Administration (“FDA™).

Our client was recently inspected by the FDA and DOH. As a result of that inspection,
and effective September 14, 2016, our client has voluntarily ceased its sterile compounding
operations until such time as necessary corrective actions can be implemented to address the
FDA and DOH'’s alleged concerns. Wells has agreed with the FDA and the DOH to submit
evidence of each corrective action taken as well as any subsequent testing
confirming/validating the corrective measures implemented to successfully resolve all stated
concerns. Once all of these corrective measures have been successfully resolved and
documented to the FDA and DOH, Wells is permitted to resume sterile compounding.
Enclosed is a copy of the Voluntary Agreement to Restrict Practice of Sterile Compounding
accepted by the DOH.

Wells takes its legal and ethical responsibilities very seriously. Qur client understands
that the FDA and various states have been responding to and increasing the legal oversight and
safety of compounded medications. The oversight of compounding facilities—as well as the
various compounding facilities’ response to the updated laws and potential regulations—has
presented challenges during what has been a multiyear transition period. Wells has responded
to these challenges by investing in the upgrade of its facility to meet the upcoming USP 800
regulation and firmly believes it operates a high quality facility with the resolution of the
aforementioned appropriate procedures.

When issues have arisen, such as from the FDA, Wells has worked with the FDA to
clarify and respond to those concems. In fact, the FDA acknowledged at this recent inspection
the previous 483 observations had been corrected by Wells. Even when the FDA has taken
positions that might push the limits of existing laws—such as in 2013 when the FDA’s
authority was questioned by the U.S. GAO—Wells’ goal has been to focus on safe practices
and future upgrades. (See “Drug Compounding: Clear Authority and More Reliable Data
Needed to Strengthen FDA Oversight,” U.S. Government Accountability Office, 7/31/13,

2022-2 Raymond Diehl Road, Tallahassee, FL 32308 = (850) 385-1314 (ph) » (850) 385-4240 (fax)

336



State Board of Pharmacy
September 28, 2016
Page 2

available at http://www.gao.gov/products/GAO-13-702 (noting the FDA’s unclear authority at
that time to oversee compounding pharmacies).)

Providing some context, the FDA's efforts in this area have resulted in a learning curve
for a vast number of 503a compounding pharmacies. Since 2012, over 300 different 503a
compounding pharmacies have been issued either a Warning Letter or an FDA Form 483, The
total number of FDA Form 483s issued since 2012 is more than 350. According to the FDA
website: “A Form FDA-483 is issued when investigators observe any significant objectionable
conditions.” (See “Compounding: Inspections, Recalls, and other Actions” (updated as of
9/27/2016), US. Food and Drug Administration website, available at:
httg://www.fda.gov/DmgslGuidanceColeianceRegulatorvlnformation/Phannachompoundin
gluecm339771 htm.

Our reference to these enforcement statistics is not to take the position that
objectionable conditions are acceptable. Instead, the reference concisely reveals the challenges
almost all compounding pharmacies are experiencing in attaining full compliance with the new
laws and standards. Moreover, the practices and safety standards of compounding pharmacies
continue to develop.

It is important to note that there have been no adverse events reported to date from the
FDA and DOH’s alleged concerns.

Please let me know if you have any questions. Requests for additional information or
copies of any relevant documents can be directed to me at (850) 385-1314 or at
e.bayo@gfblawfirm.com.

Sincerely,

M//

Edwin A. Bay6

cc: Wells Pharmacy Network

2022-2 Raymond Diehl Road, Tallahassee, FL 32308 = (850) 385-1314 (ph) = (850) 385-4240 (fax)

337



STATE OF FLORIDA
DEPARTMENT OF HEALTH
DEPARTMENT OF HEALTH,
Petitioner,
V. CASE NO. 2016-23508

WELLS PHARMACY NETWORK, LLC,

Respondent.
/

VOLUNTARY AGREEMENT TO RESTRICT PRACTICE
OF STERILE COMPOQUNDING

e ~1}"~-‘-"‘K)‘--"?-"¢"5' , @5 owner andfor institutional

representative of Wells Pharmacy Network, LLC, permit number
PH27462, hereby agrees to restrict practice of Wells Pharmacy
Network, LLC, as a Special Sterile Compounding Pharmacy in the State of
Florida and states as follows:

1. Respondent understands that this Agreement constitutes a
legal obligation within the meaning of Section 456.072(1)(k), Florida
Statutes. Respondent further understands that any violation of the terms
of this Agreement by Respondent shall constitute sufficlent probable cause
for the issuance by Petitioner of an Emergency Suspension of Respondent’s

license to practice pharmacy in the State of Florida,
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2. Petitioner has received a complaint in this matter containing
allegations that Respondent may have compounded sterile products
without being in compliance with Rule 64B16-27.797, Florida Administrative
Code.

3. So as to avoid the necessity of an order restricting or
suspending its license to practice as a Special Sterile Compounding
Pharmacy in the State of Florida, Respondent has agreed to voluntarily
restrict its practice in the State of Florida. Respondent ceased sterile
compounding on September 14, 2016.

Immediately upon executing this Agreement, Respondent

shall cease compounding sterile products and shall cease

dispensing or shipping sterile products it has previously
compounded.

4, Respondent has agreed with the United States Food and Drug
Administration ("FDA") to cease sterile compounding until the necessary
corrective actions can be implemented to address the FDA's alleged
concerns.  Respondent shali, under separate cover, submit to the
Department of Health each of the corrective actions taken as weli as any

subsequent testing confirming the corrective actions to successfully resolve

Department of Health v, Wells Pharmacy Network, LLC 2
Case No. 2016-23508
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and address the FDA's alleged concerns and demonstrate complliance with
Rule 64B16-27.797, Florida Administrative Code.  Upon successful
completion of the stated corrective actions, Respondent shall give the
Department of Health 72-hour advance notice of its intent to resume sterile
compounding.

5. Respondent understands that this Agreement in no way
precludes additional proceedings by Petitioner for any acts or omissions by
Respondent not referenced in this matter.

6. Respondent, being fully advised of the consequences of so
doing, hereby waives the statutory privilege of confidentiality of Section
456.073(10), Florida Statutes, regarding the complaint, the investigative
report of the Department of Health, and all other information obtained
pursuant to the Department’s investigation in the above-styled action.

7. Respondent, being fully advised of the consequences of so
doing and having the opportunity to consult with counsel of his/her
choosing, hereby agrees that upon his/her execution of this Agreement, it
shall immediately be made accessible to the public. In addition,
Respondent’s licensure status and profile with the Board of Pharmacy will

reflect the restriction stated herein.

Department of Health v. Wells Pharmacy Network, LLC 3
Case No. 2016-23508
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Institutional Representative for
Wells Pharmacy Network, LLC
License No. PH27462

STATEOF [ lorida
COUNTY OF P11 Deacl

Before me, personally appeared %f N Dawi A
whose ldentlty is known to me by _Pro{eSs.anal felahanshf (type
of identification) and who, under cath, acknowledges that his/her signature
appears above.

Sworn to and subscribed before me this Z { an of gff enbet , 2016,

rea | il in

NOTARY PUBLIC

My Comrmission Expires: 1/ [ Y / a0l &

™ Expires 11412018

Imparcment of Heafth v. well; Phaamacy Heswsrk, 136 4
Casa Mo, 2014-2357%
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FILED

DEFARTMENT OF HEALTH

DEPUTY CLERK

STATE OF FLORIDA  CLERK: M Aeonart.
DEPARTMENT OF HEALTH .
0516

DATE

DEPARTMENT OF HEALTH,
Petitioner,

V.

WELLS PHARMACY NETWORK, LLC,

Respondent.
/

VOLUNTARY AGREEMENT TO RESTRICT PRACTICE
OF STERILE COMPOUNDING

é&\r\, \;G\\,",A,ér:t? as owner andfor Institutional

representative of Wells Pharmacy Network, LLC, permit number

PH27462, hereby agrees to restrict practice of Wells Pharmacy

Network, LLC, as a Special Sterile Compounding Pharmacy in the State of:

Florida and states as follows:

1. Respondent understands that this Agreement constitutes a
legal obligation within the meaning of Section 456.072(1)(k), Florida
Statutes, Respondent further understands that any violation of the terms
of this Agreement by Respondent shall constitute sufficient probable cause
for the issuance by Petitioner of an Emergency Suspension of Respondent’s

license to practice pharmacy in the State of Florida.

ExHIBT_ 2"
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DATED:

DATED.

lnee: Wells Phasuacy
2013 PHA 9589
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2,  Petitioner has received a complaint in this matter containing
allegations that Respondent may have compounded sterile products
without being in compliance with Rule 64B16-27.797, Florida Administrative
Code.

3. So as to avold the necessity of an order restricting or
suspending its license to practice as a Speclal Sterile Compounding
Pharmacy In the State of Florida, Respondent has agreed to voluntarily
restrict its practice in the State of Florida. Respondent ceased sterile
compounding on September 14, 2016.

Immediately upon executing this Agreement, Respondent

shall cease compounding sterile prbducts and shall cease

dispensing or shipping sterile products it has previously
compounded.

4.,  Respondent has agreed with the United States Food and Drug
Administration ("FDA") to cease sterile compounding untll the necessary
corrective actions can be implemented to address the FDA's alleged
concerns,  Respondent shall, under separate cover, submit to the
Department of Health each of the corrective actions taken as well as any

subsequent testing conflrming the corrective actions to successfully resolve

Department of Health v, Wells Pharmacy Network, LLC 2
Case No. 2016-23508
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and address the FDA's alleged concerns and demonstrate compliance with
Rule 64B16-27.797, Florida Administrative Code. Upon successful
completion of the stated corrective actions, Respondent shall give the
Department of Health 72-hour advance notice of its intent to resume sterile
compounding.

5. Respondent understands that this Agreement in no way
precludes additional proceedings by Petitioner for any acts or omissions by
Respondent not referenced in this matter.

6.  Respondent, being fully advised of the consequences of so
doing, hereby waives the statutory privilege of confidéntfality of Section
456.073(10), Florida Statutes, regarding the complaint, the investigative
report of the Department of Health, and all other information obtained
pursuant to the Department’s investigation in the above-styled action.

7. Respondent, belng fully advised of the consequences of so
doing and having the opportunity to consult with counsel of his/her
choosing, hereby agrees that upon his/her execution of this Agreement, It
shall immediately be made accessible to the public. In addition,
Respondent’s licensure status and profile with the Board of Pharmacy will

reflect the restriction stated herein.

Depariment of Heafth v. Weils Pharmacy Netwark, LLC 3
Case No. 2016-23508
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FHOMAS C. HORNE
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MONTGOMIERY LT
Assistant Allorney General
State Bar No. 905658
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Atlorneys for the Arizona State Board of Pharmacy Al =

BEFORE THE ARIZONA STATE BOARD OF PHARMACY

In the Matter of Board Case No. 14-0019-PLHR

CONSENT AGREEMENT FOR
PROBATION, CIVIL PENALTY,
COSTS AND INSPECTION

Wells Pharmacy Network,

Holder of Pharmacy Permit No. Y005709
in the State of Arizona.

e e e

[n the interest of a prompt and judicious seltiement of this case, consistent with the
public interest, statutory requirements and the responsibilities of the Arizona State Board
of Pharmacy (“Board”) under A.R.S. § 32-1901. et. seq.. Wells Pharmacy Network,
holder of Pharmacy Permit Number Y005709 in the State of Arizona (“Respondent™).
and the Board enter into the following Recilals, Findings of Fact, Conclusions of i.aw

and Dider (“Consent Agreement”) as a final disposilion of this matter

EXHIBIT_3"
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T3
EXECUTED this Z'?’ day of C-{’j’“-"ﬂe*" , 2016.

Institutiona! Representative for
Wells Pharmacy Network, LLC
License No. PH27462

STATEOF T foriden
COUNTY OF {‘alm Be=ct

Before me, personally appeared B 4 Ds i

whose Identity is known to me by ___Pco{essionel [eledanslf’ (type
of identification) and who, under oath, acknowledges that his/her signature
appears above,

Sworn to and subscribed before me this Z17 day of _S¢/ Eaber 2016,

bty [BlL e

NOTARY PUBLIC

My Commission Expires: || /L’ I 10ly

BRET JONATHAN PHaLLIPe
NOTARY PUBLIC

Q 3~ STATE OF FLORIDA

u--“" Comnwt FF173001
Explres 117472018

Department of Health v, Wells Pharmiacy Netwaork, LLC L
Case No. 2016-23508
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b. A Civ, PENALTY in the amount of seven hunclreg fifty dollars {3750.00),

payment which shal} pe nade by certificd check or money order payable to

the “Treasurer, State of Maine”

thirty (30) days of the execution of (his Consent Agreement.

10. This Consent Agreement is not appealable and is effectjve until

madified or rescinded by
the partics hereto,

licensuge,

12. The Board and the Office of (he Attorney General may communicate angd COOperate

regarding any matter related to this Consent Apreement,

will be available for inspection and copying by the public pursuant to | MRS, § 408,

: * e W ==
14. Nothing in this Consent Agreemen( shall be construed g affect any right or inlce:__,mst of =5
= (] U? o2
N [} TR
{ 5 -— L_S:'-‘:
Ny persoti not a party hereto N = Eg_:.
T3 ==
5. Wells Pharmacy acknowledges by its authorized representative’s sighatre herer that it »2
v = b
v =) z#
has had an opportunity to consult wi

s ce: Wels Mharmacy

Jala Consemt Agreement
2003 PHA 9589

03M303Y
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4 Tile 12 MRg § 137530 XC) requires thay change of Phatmacist iy Charge requires
notice to (he Board no later than sevey (7) days ufter the change, 1y addition, upgn

thange in Pharmacisy iy, Charge, a mail order pharmacy shal| file a new application with

SR
and Board Ruyle Chapter [} § 3, for its failyre to notify the Boarg of the changq_ in Ei‘f:_c-:;‘
= @20
Pharmacist jn Charge and fije the required application within Seven (7) days of i E§§

s o G

change. 2 - £z

. . 5.’”1 ..':\
9. Wells Pharmacy 8grees to accept the following discipline;

8. A WM{NING; and

Inee: wellg Pharimuey

7of4 Consent Agreeinent
2017 PHA 9580



STATE oF MAINE

".% =
BOARD OF PHARMACY o 25
. =
. ! Utm
IN RE:; ; 2 53
. oo 3 Sm
WELLS PHARMACY NETWORK LLc | CONSENT'A_G}_{EBMENT f'é‘_r"-""
) i & =
Complaint No. 2013 P 9sg9 } fad i EF
PARTIES

y Network LLC ("Wells Pharmacy"), the

the Board"), ang the Maine Office of the Attorney
). This Consen

State of Maine Board of Pharmacy "

General (“the Attorney General®

L Agreement js entered into pursuan (g
I0M.R.S. § 8003(5-4),

Cy was licensed by the Board ps g mail
license no, MO40001342, locateq 5 1210 SW 33 Avenue, Ocalg,
Florida,

order pharmacy,

e Wells Pharaacy lofd
2003 1A 0589

Consent Apreement

EXHIBIT_"L"




351

STATE OF 106 Qe )
) SS.
COUNTY OF Smino Lo )
On this A" day of é«mt L , 2017, before me personally appeared

Co Weend sﬁ ACH Sbg:p] o, to me known to be the person described, and who executed the

foregoing instrument on behalf of WELLS PHARMACY NETWORK, LLC as its

{"'W'nbtf\[ [N kany , and acknowledged that he/she executed the same as his/her

free act and deed.
This 7-page SETTLEMENT AGREEMENT PRIOR TO FILING OF PETITION

FOR DISCIPLINARY ACTION AND BOARD'S FINAL ORDER document dated

Apn 1 , 2017 was acknowledged before me by
) [Date Document Signed by Respondent]
Co Leed Stacy OShapine this_ 24 dayof _dan, | , 2017,
[Name of Person Si'gning Document] )
in the City of w'm\}—i’-f\ Ponic._,inthe County of &m inole , in the State of

‘glﬂ"}i::bﬂ.l . Cﬂa‘" 4 M'ﬂ"

Name: |I'L‘WIIII[”A&AL CAL-

Notary Public, State of

S, NOTARY PUBLIC
&, STATE OF FLORIDA
L/E Comme# FFO76178
R®  Expires 7/6/2020

My Commission expires: __ 1\ S l20




IN THE MATTER OF THE MISCELLANEOUS PERMIT OF WELLS PHARMACY
NETWORK, LLC; SETTLEMENT AGREEMENT PRIOR TO FILING OF PETITION FOR
DISCIPLINARY ACTION AND BOARD’S FINAL ORDER; EXHIBITS “1” THROUGH *3":

RICO CASE NO. PHA 2016-30-L

APPROVED AND SO ORDERED:
BOARD OF PHARMACY
STATE OF HAWAII

KERR} OKAMURA
Chairperson

GAKRETT A. LA
Vice Chairperson

Wt o s WM

MARY JO ]{EE‘F’E '

M/vw

RONALD WEINBERG

PVL 0526716

(a//g //7
{ 7

DATE

Mo cetes S Chser

MARCELLA CHOCK

a

CARCLYNS. J. MA’

—ﬁ—r—

JULIE YURIE TAKISHIMA-LACASA
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IN WITNESS WHEREOF, the parties have signed this Settlement Agreement on the
date(s) set forth below.

DATED: Witk Houde , Apul 26 2017

(City) {State) {Date}

WELLS PHARMACY NETWORK, LLC
Respondent

By: CBU-’)! Déhﬂ.ﬂr.l\b (Signature)
Catites SHagy Shoepino  (print name)
ltsmmwmﬁ_

MAY 16 2017

Ot e

DARIA A. LOY-GOTO

JOHN T. HASSLER

Attorneys for Department of Commerce
and Consumer Affairs

DATED: Honolulu, Hawaii,

IN THE MATTER OF THE MISCELLANEOUS PERMIT OF WELLS PHARMACY
NETWORK, LLC; SETTLEMENT AGREEMENT PRIOR TO FILING OF PETITION FOR
DISCIPLINARY ACTION AND BOARD’S FINAL ORDER; EXHIBITS “1” THROUGH *3”;

RICO CASE NO. PHA 2016-30-L
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2. Failure to Comply with Settlement Agreement. If Respondent fails to fully and
timely comply with the terms of this Settlement Agreement as set forth in paragraph(s) C.1

above, Respondent's permit shall be automatically revoked upon RICO's filing of an affidavit
with the Board attesting to such failure. In case of such revocation, Respondent shall turn in all
indicia of the permit to the Executive Officer of the Board within ten (10) days after receipt of
notice of the revocation. In case of such revocation, Respondent understands Respondent cannot
apply for a new permit until the expiration of at least five (5) years after the effective date of the
revocation. Respondent understands that if Respondent desires to become permitted again,
Respondent must apply to the Board for a new permit pursuant to and subject to HRS §§ 92-17,
436B-21, and all other applicable laws and rules in effect at the time.

3. Possible further sanction. The Board, at its discretion, may pursue additional
disciplinary action as provided by law to include further fines and other sanctions as the Board
may deem appropriate if Respondent violates any provision of the statutes or rules governing the
conduct of miscellaneous pharmacy permit holders in the State of Hawaii, or if Respondent fails
to abide by the terms of this Settlement Agreement.

4. Approvai of the Board. Respondent agrees that, except for the representations,
agreements and covenants contained in Paragraphs C.5., C.6., C.7., and C.8. below, this
Settlement Agreement shall not be binding on any of the parties unless and until it is approved by
the Board.

5. No Obijection if Board Fails to Approve. If the Board does not approve this

Settlement Agreement, does not issue an order pursuant thereto, or does not approve a lesser
remedy, but instead an administrative hearing is conducted against Respondent in the Board's
usual and customary fashion pursuant to the Administrative Procedure Act, Respondent agrees
that neither Respondent nor any attorney that Respondent may retain, will raise as an objection in
any administrative proceeding or in any judicial action, to the Board's proceeding against
Respondent on the basis that the Board has become disqualified to consider the case because of
its review and consideration of this Settlement Agreement.

6. Any Ambiguities Shall be Construed to Protect the Consuming Public. It is

agreed that any ambiguity in this Settlement Agreement is to be read in the manner that most
completely protects the interests of the consuming public.

7. No Reliance on Representations by RICQ. Other than the matters specifically
stated in this Settlement Agreement, neither RICO nor anyone acting on its behalf has made any

representation of fact, opinion or promise to Respondent to induce entry into this Settlement
Agreement, and Respondent is not relying upon any statement, representation or opinion or
promise made by RICO or any of its agents, employees, representatives or attorneys concerning
the nature, extent or duration of exposure to legal liability arising from the subject matter of this
Settlement Agreement or concerning any other matter.

8. Complete Agreement. This Settlement Agreement is a complete settlement of the
rights, responsibilities and liabilities of the parties hereto with respect to the subject matter
hereof; contains the entire agreement of the parties; and may only be modified, changed or
amended by written instrument duly executed by all parties hereto.
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4, Respondent being at all times relevant herein the holder of a miscellaneous permit
acknowledges that Respondent is subject to penalties including but not limited to, revocation,
suspension or limitation of the permit and administrative fines, if the foregoing allegations are
proven at hearing.

5. Respondent represents Exhibit “1” is a true and correct copy of the Maine
Agtreement,

6. Respondent represents Exhibit “2” is a true and correct copy of the Florida
Agreement.

7 Respondent represents Exhibit “3” is a true and correct copy of the Arizona
Agreement.

8. Respondent understands that any false or untrue statement or any material

misrepresentation or omission of fact by Respondent in this settlement agreement may be
grounds for further disciplinary action under HRS chapters 436B and 461.

0. Respondent further understands that RICO enters into this settlement agreement,
and agrees to the specific terms contained in this settlement agreement, based upon Respondent’s
representations made herein.

10.  Respondent does not admit to violating any law or rule, but acknowledges that
RICO has sufficient cause to file a Petition for Disciplinary Action against Respondent's
miscellaneous permit. Respondent states it does not compound drugs in the State of Hawaii.

11.  Respondent enters into this Settiement Agreement as a compromise of the claims
and to conserve on the expenses of proceeding with an administrative hearing on this matter.

12.  Respondent agrees that this Settlement Agreement is intended to resolve the
issues raised in RICO's investigation in RICO Case No. PHA 2016-30-L.

13.  Respondent understands that this Settlement Agreement may be subject to
reporting requirements.

14, Respondent understands this Settlement Agreement is public record pursuant to
Hawaii Revised Statutes chapter 92F.

C. TERMS OF SETTLEMENT:

1. Administrative costs. Respondent agrees to pay costs in the amount of TEN
THOUSAND AND NO/100 DOLLARS ($10,000.00). Payment shall be made by cashier's
check or money order made payable to "DCCA - Compliance Resolution Fund" and mailed
to the Regulated Industries Complaints Office, Attn.: John T. Hassler, Esq., 235 S. Beretania
Street, 9" Floor, Honolulu, Hawaii 96813. Payment shall be due at the time this Settlement
Agreement is returned to RICO.

Led
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4, Respondent provided a copy of a Consent Agreement issued to Respondent by the
Maine Board of Pharmacy in Complaint No. 2013 PHA 9589 (hereinafter “the Maine
Agreement”) (Exhibit “1”), The Maine Agreement was based on allegations Respondent failed
to timely notify of changes to the required pharmacist in charge, issued 2 warning, and imposed a
civil penalty of $750.00.

5. Respondent also provided a copy of a Voluntary Agreement to Restrict Practice of
Sterile Compounding issued to Respondent by the Florida Department of Health filed on October
5, 2016 (hereinafter “the Florida Agreement™) (Exhibit “2"). The Florida Agreement alleged
from February 21, 2014 through March 7, 2014, representatives of the United States Food and
Drug Administration (“FDA”™) conducted an inspection of Respondent’s facility located in Ocala,
Florida. Thereafier, the FDA issued a report detailing potential violations. A subsequent
investigation was conducted by the Florida Department of Health. Following that investigation,
Respondent voluntarily agreed to restrict sterile compounding while it addressed Florida’s
concerns. The restriction was lifted by the Florida Department of Health on November 5, 2016.

6. Respondent also provided a copy of a Consent Agreement for Probation, Civil
Penalty, Costs and Inspection issued to Respondent by the Arizona Board of Pharmacy in Board
Case No. 14-0019-PHR (hereinafter “the Arizona Agreement”) (Exhibit “3"). The Arizona
Agreement was based on discrepancies observed during inspections by representatives of the
United States Food and Drug Administration during inspections in Florida and imposed civil
penalties and costs totaling $11,345.37.

7. RICO alleges that disciplinary action was taken against Respondent by the states
of Maine, Florida, and Arizona.

8. The foregoing allegations, if proven at an administrative hearing before the Board,
would constitute violations of the following statute(s) and/or rule(s): Hawaii Revised Statutes
("HRS") § 436B-19(13) (disciplinary action by another state or federal agency).

9. The Board has jurisdiction over the subject matter herein and over the parties
hereto.

B. REPRESENTATIONS BY RESPONDENT:

l. Respondent is fully aware that Respondent has the right to be represented by an
attorney and voluntarily waives that right.

2, Respondent enters into this Settlement Agreement freely, knowingly, voluntarily,
and under no coercion or duress.

3. Respondent is aware of the right to have a hearing to adjudicate the issues in the
case. Pursuant to HRS § 91-9(d), Respondent freely, knowingly, and voluntarily waives the right

to a hearing and agrees to dispose of this case in accordance with the terms and conditions of this
Settlement Agreement.
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DEPT. OF COMMERCE PROF & VOCATIONAL
DARIA A.LOY-GOTO 6175 ~ND CONSUILE AFFATRS LILEISING DiVISIOHN
JOHN T. HASSLER 5311
Regulated Industries Complaints Officdl!1 JUi 16 P [2 4| mET 16 A FLA
Department of Commerce and Consumer Affairs (2T T CRAMERCE
State of Hawaii HEARINGS DEFICE i P _oATEEIS

Leiopapa A Kamehameha Building S T
235 South Beretania Street, Suite 900

Honolulu, Hawaii 96813

Telephone: 586-2660

Attorneys for Department of Commerce
and Consumer Affairs

BOARD OF PHARMACY
DEPARTMENT OF COMMERCE AND CONSUMER AFFAIRS
STATE OF HAWALL

In the Matter of the Miscellaneous Permit of ) PHA 2016-30-L

SETTLEMENT AGREEMENT PRIOR TO
FILING OF PETITION FOR DISCIPLINARY
ACTION AND BOARD'S FINAL ORDER;
EXHIBITS *1” THROUGH “3”

WELLS PHARMACY NETWORK, LLC,

Respondent.

e A T L W

241042211
SETTLEMENT AGREEMENT PRIOR TO FILING OF PETITION

FOR DISCIPLINARY ACTION AND BOARD'S FINAL ORDER

Petitioner, DEPARTMENT OF COMMERCE AND CONSUMER AFFAIRS,
REGULATED INDUSTRIES COMPLAINTS OFFICE (hereinafter "RICO" or "Petitioner"),
through its undersigned attorney(s), and Respondent WELLS PHARMACY NETWORK, LLC
(hereinafter "Respondent"”), enter into this Settlement Agreement on the terms and conditions set
forth below.

A. UNCONTESTED FACTS:

1. At all relevant times herein, Respondent was the holder of miscellaneous permit
number PMP 797, issued by the Board of Pharmacy (hereinafter the "Board"). The miscellaneous
permit was issued on or about August 2, 2012, The miscellanecus permit will expire or forfeit
on or about December 31, 2017.

2. Respondent's mailing address for purposes of this action is 1210 S.W. 33"
Avenue, QOcala, Florida 34474,

3; RICO received a request for investigation from the Board after Respondent
reported disciplinary actions taken by the states of Maine and Arizona on a December 14, 2015
renewal application. Respondent later reported disciplinary action by the State of Florida.

| HEREBY CERTIFY THAT T

S A TAUE £HD CORNZCT Cpy (11
ORIGINAL DN FILE IN THE BEPARTI LR
OF COMRAERCE & GONSUNIER AFFAIRG.
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pyrogens of batch-produced sterile injectable drug products compounded from one or more non-
sterile ingrodients. The circumstances are ag follows:

14. Between May 2015 and March 2016, Respondent shipped about 2,890 batch-
| produced non-sterile to sterile compounded injectable drug products into California without
documentation of end product sterility or pyrogen testing.”

| PRAYER

WHEREFORE, Complainant requests that a hearing be held on the matters herein alleged,
and that following the hearing, the Board of Pharmacy issue a decision: '

1. Revoking or suspending Non-Resident Pharmacy Permit Number NRP 1325, issued to
Wells Pharmaoy Network LLC; '

2. Revoking or suspending Non-Resident Pharmacy Permit Number NSC 99824, issued
to Wells Pharmacy Network LLC;

3. Ordering Wells Pharmacy Network LIL.C to pay the Board of Pharmacy the reasonable
costs of the investigation and enfproemant of this case, pursuant to Business and Professions Code

section 125.3; and,

4,  Taking such other and further action as deemed necessary and pro

h.”ﬁm 10/)4)6 Q%“““

OLD
Executive Officer
Board of Pharmacy
Department of Conswiner Affairs
State of Celifornia
Complainant .
il
1. SA2016302809 . . _ o . e e S R A T
12442799 .doo ’

? A pyrogen is any substance or ;gent that causes fever.

f*

= = 4
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REGULATIONS
8.  Section 1751 oftitle 16 of the California Code of Regulations (16 CCR 1751) states,
in pertinent part: *‘(c) Any pharmecy compounding a sterile injectable product from one or moro
non-sterile ingredients shall comply with Business and Professions Code section 4127.7.”
9. 16 CCR 1751.7 states, in pertinent part:

(c) Batch-produced sterile injectable drug products compounded from one or more
non-sterile ingredients shall be subject to documented end product testing for sterility and
pyrogens and shall be quarantined until the end product testing confirms sterility and
acceptable levels of pyrogens.

COST RECOVERY
10.  Section 1253 of the Code states, in pertinent part, that the Board may request the
administrative law judge to direct a licentiate found to have committed a violation or violations of

the licensing act to pay a sum not to exceed the reasonable costs of the in\festigation and

i enforcement of the case.
FIRST CAUSE FOR DISCIPLINE
(Compounding Sterile frorn Non-Sterile Drugs in Improper Environment)
113 Respondent is subjéct to disciplinary action under Code section 4127.7 and 16 CCR
| 1751(c), by and through Code section 4301(p), in that Respondent compounded stcri_]e injectable

drugs from non-stetile ingredients in an improper environment. The circumstances are as follows:

| 12.  On or about March 4, 2016, during an inspection of Respondent’s premises, a Board
inspector found that Respondent compounded non-sterile to sterile drugs in a clean room that was

certified only as an ISO 7 environment, instead of the required 1SO 5 environment,!
SECOND CAUSE FOR DISCIPLINE
e e < e L 77 “(Failureto Docoment Quality Assurance) ~ ~—- - -
13. Respondent is subject to disciplinary action under 16 CCR 175 1 .7(c), by and through
Code section 4301(o), in that Respondent failed tp document end produot testing for sterility and
i

! Clean rooms are classified by the International Organization for Standardization (ISO)
eccording to the size of particles permitted in the air, from ISO 1 (smallest) to ISO 9 (largest).

3
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products. The Non-Resident Pharmaoy Permit was in full force and effect at all times relevant to

the charges brought herein and will expire on May 1, 2017, unless renewed.

JURISDICTION
4.  This Accusation is brought before the Boerd of Pharmacy (Board), Department of

Consumer Affairs, under the authority of the following laws. All section references are to the
Business and Professions Code unless otherwise indicated.
5. Section 4301 of the Code states, in pertinent part:

The board shall take action against any holder of a license who is guilty of
unprofessional conduct or whose license has been procured by fraud or misrepresentation or
issued by mistake. Unprofessional conduct shall include, but is not limited to, any of the
following:

(o) Violating or attempting to violate, directly or indirectly, or assisting in or abetting
the violation of or conspiring to violate any provision or term of this chapter or of the
applicable federal and state laws and regulations governing pharmacy, including regulations
established by the board or by any other state or foderal regulatory agency.

6.  Section 4300.1 of the Code states:

The expiration, cancellation, forfeiture, or suspension of a board-issued license by
operation of law or by order or decision of the board or a court of law, the placement of a
license on & retired status, or the voluntary surrender of a license by a licensee shall not

"deprive the board of jurisdiction to commence or proceed with any investigation of, or
action or disciplinary proceeding against, the licensee or to render a decision suspending or
revoking the license, '

7.  Section 4127.7 of the Code states: -

Tt O and dter Tily 1, 2005  phiseniacy abisll eompoiid sterile injectable prodiicts from |

one or more nonsterile ingredients in one of the following environments:

(8) AnISO class 5 laminar airflow hood within an ISO class 7 cleanroom. The
cleanroom must have a positive air pressure differential relative to adjacent areas.

(b) AnISO class 5 cleanroom.

(¢) A barrier isolator that provides an ISO olass 5 environment for compounding.

2
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KAMALA D. HARRIS
Attorney (eneral of California
KENT D, HARRIS
Supervising Deputy Attorney Geperal
DAVID E. BRICE
Deputy Attomey General
State Bar No, 269443
1300 I Street, Suite 125
P.0. Box 944255
Sacramento, CA 94244-2550
Telephone: (916) 324-8010
Facaimile: (916) 327-8643
E-mail: David.Brice@doj.ca.gov
Attorneys for Complainant

BEFORE THE
BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS
STATE OF CALIFORNIA

In the Matter of the Accusation Against:

WELLS PHARMACY NETWORK LLC
450 US Hwy 51 Bypass N
Dyersburg, TN 38024

Il\g)zns-Resldent Pharmacy Permit No. NRP
Non-Resident Pharmacy Permit No, NSC
99824

Respondent.

Case No. 5887

ACCUSATION

Complainant alleges:

3.  Onorabout July 1, 2013, the Board of Pharmacy issued Original Non-Res1deut
Pharmacy Permit Number NSC 99824 to Respondent to compound injectable sterile drug |

EARTIES
1. Virginia Herold (Complainant) brings this Accusation sﬁlely in her official capacity as
the Executive Officer of the Board of Pharmacy, Department of Consumer Affairs,
T 27 T On'or boit May 28, 2013, the Boaid of Pharfiaty issued Origindl Non-Resident — |~
Phatmacy Permit Numbor NRP 1325 1o Wells Pharmacy Network LLC (Respondent). The Non-
Resident Pharmacy Permit was in full force and effect at all times relevant to the charges brought
herem and will expire on May 1, 2017, unless rencwed.

1

(WELLS PHARMACY NETWORK LLC) ACCUSATION
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Accusation No. 5887



1
2
3
4
5
6
7
8
9

10
i
12
13
14
15
16
17
18
19
20
21
22
23
24
25
26
27
28

ENDORSEMENT

The foregoing Stipulated Settlement and Dlscipiinary Order for Public Reproval is hereby

respectlully submifted for consideration by the Board of Pharmacy of the Depariment of

Consumer Affairs,

bt § (29 (200 %

$A2016102800
12687933 .docx

6

Respectfully submitted,

XAVIER BECERRA

AVID E, BRICE
Dcputy Attorney General
Attorneys for Complatnant

STIP SETTLEMENT & DISC ORDER FOR PUBLIC REPROVAL (558_’;
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11
12
13
14
15
16
17
18
19
20
21
22
23
24
25
26
27
28

ACCEPTANCE
I have carefully read the above Stipulated Settlement and Disciplinary Order for Public

Reproval and have fully discussed it with my attorneys, Steven L. Simas and Daniel Tatick. I
understand the stipulation and the effect it will have on the Non-Resident Pharmacy Permit and
the Non-Resident Sterile Compounding Permit held by Wells Pharmacy Network LLC. I enter
into this Stipulated Settlement and Disciplinary Order for Public Reproval voluntarily,
knowingly, and intelligently, and agree to be bound by the Decision and Order of the Board of
Pharmacy.

paTED 05/23M17

STACY SHAPIRO, GENERAL COUNSEL
WELLS PHARMACY NETWORK LLC
Respondent

I have read and fully discussed with Respondent Weils Pharmacy Network LLC the terms
and conditions and other matters contained in the above Stipulated Settlement and Disciplinary

Order for Public Reproval. 1 approve its form and content.

oo sfol el

DANIEL TATICK
Attorneys for Respondent

8
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14,  This Stipulated Settlement and Disciplinary Order for Public Reproval is intended by
the parties to be an integrated writing representing the complete, final, and exclusive embodiment
of their agreement. It supersedes any and all prior or contemporaneous agreements,
understandings, discussions, negotiations, and commitments (written or oral). This Stipulated
Settlement and Disciplinary Order for Public Reproval may not be altered, amended, modified,
supplemented, or otherwise changed except by a writing executed by an authorized representative
of each of the parties.

15.  In consideration of the foregoing admissions and stipulations, the parties agree that
the Board may, without further notice or formal proceeding, issue and enter the following
Disciplinary Order:

DISCIPLINARY ORDER

IT IS HEREBY ORDERED that both Non-Regident Pharmacy Permit No. NRP 1325 and
Non-Resident Sterile Compounding Permit No. NSC 99824 issued to Respondent Wells
Pharmacy Network LLC shall be publicly reproved by the Board of Pharmacy under Business
and Professions Code section 495 in resolution of Accusation No, 5887, attached as exhibit A.

Cost Recovery. Respondent shall pay $6,155.25 to the Board for its costs associated with
the investigation and enforcement of this matter. Respondent shall be permitted to pay these
costs in a payment plan approved by the Board. If Respondent fails to pay the Board costs as
ordered, Respondent shall not be allowed to renew its Non-Resident Pharmacy Permit or its Non-
Resident Sterile Compounding Permit until Respondent pays costs in full.

i
i
/l/

4

STIP SETTLEMENT & DISC ORDER FOR PUBLIC REPROVAL (5887
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8. Respondent voluntarily, knowingly, and intelligently waives and gives up each and
every right set forth above.

CULPABILITY

9.  Respondent understands and agrees that the charges and allegations in Accusation
No. 5887, if proven at a hearing, constitute cause for imposing discipline upon its Non-Resident
Pharmacy Permit and its Non-Resident Sterile Compounding Permit.

10.  For the purpose of resolving the Accusation without the expense and uncertainty of
further proceedings, Respondent agrees that, at a hearing, Complainant could establish a factual
basis for the charges in the Accusation, and that Respondent hereby gives up its right to contest
those charges.

11. Respondent agrees that its Non-Resident Pharmacy Permit and its Non-Resident
Sterile Compounding Permit are subject to discipline and agrees to be bound by the Disciplinary
Order below.

CONTINGENCY

12.  This stipulation shall be subject to approval by the Board of Pharmacy. Respondent
understands and agrees that counsel for Complainant and the staff of the Board of Pharmacy may
communicate directly with the Board regarding this stipulation and settlement, without notice to
or participation by Respondent or its counsel. By signing the stipulation, Respondent understands
and agrees that it may not withdraw its agreement or seek to rescind the stipulation prior to the
time the Board considers and acts upon it If the Board fails to adopt this stipulation as its
Decision and Order, the Stipulated Settlement and Disciplinary Order for Public Reproval shall
be of no force or effect, except for this paragraph, it shall be inadmissible in any legal action
between the parties, and the Board shall not be disqualified from further action by having
considered this matter,

13.  The parties understand and agree that Portable Document Format (PDF) and facsimile
copies of this Stipulated Setilement and Disciplinary Order for Public Reproval, including
Portable Document Format (PDF) and facsimile signatures thereto, shall have the same force and

effect as the originals.
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3. Onorabout May 28, 2013, the Board issued Original Non-Resident Pharmacy Permit
No. NRP 1325 to Respondent. The Non-Resident Pharmacy Permit was in full force and effect at
all times relevant to the charges brought in Accusation No. 5887, expired on May 1, 2017, and
has not been renewed.

4.  Onorabout July 1, 2013, the Board issued Original Non-Resident Sterile
Compounding Permit Number NSC 99824 to Respondent to compound injectable sterilo drug
products. The Non-Resident Sterile Compounding Permit was in full force and effect at all times
relevant to the charges brought in Accusation No, 5887, expired on May 1, 2017, and has not
been renewed.

3. Accusation No. 5887 was filed before the Board and is currently pending against
Respondent. The Accusation and all other statutorily required documents were properly served
on Respondent on October 21, 2016, Respondent timely filed its Notice of Defense contesting
the Accusation. A copy of Accusation No. 5887 is altached as exhibit A and incorporated herein
by reference,

ADVISEMENT AND WAIVERS
6. Respondent has carefully read, fully discussed with counsel, and understands the
charges and allegations in Accusation No. 5887. Respondent has also carefully read, fully
discussed with counsel, and understands the effects of this Stipulated Settlement and Disciplinary
Order for Public Reproval.

7. Respondent is fully aware of its legal rights in this matter, including the right to a
hearing on the charges and allegations in the Accusation; the right to be represented by counsel at
its own expense; the right to confront and cross-examine the witnesses against them; the right to
present evidence and to testify on its own behalf; the right to the issuance of subpoenas to compel
the attendance of witnesses and the production of documents; the right to reconsideration and
court review of an adverse decision; and all other rights accorded by the California
Administrative Procedure Act and other applicable laws.

"
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XAVIER BECERRA
Attorney General of California
KENT D. HARRIS
| Supervising Deputy Attorney General
DAvID E. BRICE
Deputy Attorney General
State Bar No. 269443
1300 I Street, Suite 125
P.O, Box 944255
Sacramento, CA 94244-2550
Telephone: (916) 324-8010
Facsimile: (916) 327-8643
E-mail: David Brice@doj.ca.gov
Attorneys for Complainant

BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS
STATE OF CALIFORNIA

BEFORE THE

In the Matter of the Accusation Against: Case No. 5887
WELLS PHARMACY NETWORK LLC OAH No. 2017011087

450 US Hwy 51 Bypass N
Dyershurg, TN 38024

Non-Resident Pharmacy Permit No. NRP DISCIPLINARY ORDER FOR PUBLIC

1325

Non-Resident Sterile Compounding Permit

No. NSC 99824

Respondent.

STIPULATED SETTLEMENT AND
REPROVAL
[Bus. & Prof. Code § 495)

IT IS HEREBY STIPULATED AND AGREED by and between the parties to the above-

entitled proceedings that the following matters are true:

General,

1. Virginia Herold (Complainant) is the Executive Officer of the Board of Pharmacy
(Board). She brought this action solely in her official capacity and is represented in this matter by
Xavier Becerra, Atiomney General of the State of California, by David E. Brice, Deputy Attorney

2. Wells Pharmacy Network LLC (Respondent) is represented in this proceeding by
attorneys Steven L. Simas and Daniel Tatick, whose address is: Simas and Associates, 3835

North Freeway Blvd., Suite 228, Sacramento, CA 95834.

PARTIES

1
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BEFORE THE
BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS
STATE OF CALIFORNIA

In the Matter of the Accusation Against:
Case No. 5887
WELLS PHARMACY NETWORK LLC OAH No. 2017011087
450 US Hwy 51, Bypass N
Dyersburg, TN 38024
STIPULATED SETTLEMENT
Non-Resident Pharmacy Permit No. NRP 1325 AND DISCIPLINARY ORDER
Non-Resident Sterile Compounding Permit No. FOR PUBLIC REPROVAL
NSC 99824

Respondent.

DECISION AND ORDER
The attached Stipulated Settlement and Disciplinary Order is hereby adopted by the

Board of Pharmacy, Department of Consumer Affairs, as its Decision in this matter,

This Decision shall become effective at 5:00 p.m. on July 26, 2017.
It is so ORDERED on June 26, 2017.

BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS
STATE OF CALIFORNIA

Amy Gutierrez, Pharm.D.
Board President
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May 26, 2017
Page 4

When this legislation passes as expected, the very basis of the Board’s
Accusation will no longer exist. We believe this, along with WPN's
responsiveness and corrections, was a major factor in the Board relenting on
more serious discipline.

Clearly, WPN’s use of an ISO 7 cleanroom had no adverse impact on
the end product, nor did it negatively affect the patients consuming its drugs.
The Board sought to punish WPN for actions that will, in all likelihood, no
longer be violations of the Board’s regulations. Thus, the Beard relented with
merely a public reproval.

Conclusion

To conclude, WPN has been operating its Tennessee facility without
incident. The Board was overzealous in its prosecution and failed to realize
the acts with which it sought to punish WPN would no longer be punishable
offenses. WPN continues to deliver high quality pharmaceutical products but
understands its obligation to report any disciplinary action taken against it,
no matter how minimasl, to other Boards of Pharmacy across the country.
WPN respectfully requests this letter serve as satisfaction of its reporting
requirements.

If you have additional questions and/or concerns, please direct them to
WPN directly. Thank you.

Sincerely,

Daniel J. Tatick
Simas & Associates, Ltd.

DJT:ms
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May 26, 2017
Page 3

Nutek Corporation (*Nutek”) and Steri-Tek, both California companies.
Nutek/Steri-Tek use E-Beam sterilization which is approved by the Food and
Drug Administration (“FDA”). Prior to the inspection, WPN utilized Eagle
Laboratories and Dynalabs, both of which tested potency/purity and
Endotoxins.

These facilities and their equipment met the stringent American
National Standard ISO 11137 requirements for sterilization of health care
products. Sterilization utilizing E-Beam technology at an FDA approved
facility eliminated the need for the usual sterility, Endotoxin, and pyrogen
testing. This form of terminal sterilization eliminates the requirement for
employee media fill validation. Moreover, WPN demonstrated its dedication
to the highest standards of continued education and training for its
manufacturing employees by ensuring its employees completed requisite on-
line courses in its on-line database. The database ensured prompt and timely
completion of each required course and immediately records the date of each
completed training and the recurring deadline for taking each course. Lastly,
WPN revamped its Simplifi 797: Task Scheduler to ensure all cleaning steps
and activities were listed and logged. As you can see, WPN took the necessary
steps to address the Board's concerns.

Changes in Regulations

We also believe that significant changes in California law have
contributed to the Board’s willingness to settle our client’s case. California
regulations are some of the strictest in the country. WPN had been operating
its Tennessee facility in compliance with FDA regulations which mirrored the
requirements of other jurisdictions. Unfortunately, California had changed
the requirements in 2005 and no longer allowed for an ISO 7 cleanroom when
compounding non-sterile to sterile drugs. This change required an ISO 5
cleanroom which created confusion and issues across the state.

Because of this confusion, the California Legislature has introduced a
bill in January 2017, to change this law back to the prior version eliminating
the need for an ISO 5 cleanroom. Senate Bill 510 addresses this change
which was passed unanimously by the Senate on March 27, 2017, with the
Board’s support.! SB 510 is currently awaiting a vote in the California State
Assembly which is expected to occur sometime in June, and is, likewise,
expected to pass. The Board continues to support SB 510.

1 https:/fleginfo.legislature.ca.gov/faces/billTextClient.xhtm1?bill_id=2017201805B510



May 26, 2017
Page 2

hearing. The parties exchanged discovery and the matter was set to be heard
at the Office of Administrative Hearing by an Administrative Law Judge over
four (4) days, June 13-16, 2017.

Settlement and Public Reproval

On or about May 23, 2017, WPN entered into a stipulated settlement
with the Board agreeing to the issuance of a Letter of Public Reproval. As the
result of a number of factors impacting its case, the Board settled for the
lowest possible form of discipline, a public reproval.

Although technically discipline, a reproval does not, in any way, restrict
or impact WPN’s ability to continue to manufacture its product and ship
those products to California. WPN’s license is not on probation; nor does it
have to provide the board with quarterly reports, have a monitor, or
otherwise limit its operations. Because the Board’s ultimate obligation is to
ensure public safety and a reproval has minimal impact on a licensee, the
Board does not issue reprovals freely. By doing so, the Board has agreed
WPN poses no risk to the public’s safety and should be permitted to continue
its operation without the checks and balances seen in a probationary license.

In the face of legislative changes impacting the very code section the
Board was seeking to enforce and the swift remediation and response of
WPN, the Board was willing to relent on its pursuit of serious license
discipline.

Due to the significant costs and uncertainty involved with taking the
case to hearing, WPN agreed to the reproval due to its minimal impact and
because it provided a smooth transition into obtaining a 503b Outsourcing
Facility license.

WPN’s Immediate Response and Remediation

Immediately after receiving the inspector’s report and seven (7) months
before the Accusation was even issued, WPN shut down all its manufacturing
operations to California patients. WPN instituted and changed every
itemized finding of the inspector including, but not limited to, constructing an
ISO 5 cleanroom, updating and/or creating its standard operating procedures
and revamping its on-line training database. WPN further submitted reports
from its third-party vendor(s) responsible for conducting the sterility testing,
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Steven L. Simas ]
Justin D. Hein LTD 916.789.9800
Liﬂdsﬂ.}' I'{. Yoshitumi GOVERNMENT AND ADMINISTRATIVE LAW s .
Daniel J. Tutick 916.799;‘)'8:)1
May 26, 2017 SACRAMENTO
SAN DIEGO
SAN LUIs OBISPO
SANTA ROSA

Re: In the Matier of the Accusation Against Wells Pharmacy

Network, LLC
Case No.: 5887; OAH Case No.: 2017011087

To Whom It May Concern:

Our office represented Wells Pharmacy Network (“WPN”) in the above-
referenced matter against the California Board of Pharmacy (“Board”), which
has since been resolved. Because WPN has active licenses in several other
states, we wanted to explain the Accusation, the resolution reached, WPN's
reasoning for agreeing to settle, the steps taken by WPN to remedy the

situation, and the changing regulations. Each is discussed in further detail
below.

Accusation

On March 4, 2016, WPN’s Tennessee facility was inspected by a Board
inspector. The inspector determined WPN was using the improper cleanroom
environment when compounding non-sterile to sterile drugs. WPN utilized an
ISO 7 cleanroom when California Business and Professions Code § 4127.7 (at
the time) required an ISO 5 cleanroom. Additionally, the Board inspector
determined the sterile injectable drug products WPN was manufacturing
were not adequately subjected to documented end product testing for sterility
and pyrogens pursuant to Title 16 of California Code of Regulations § 1751.7.

After this inspection visit, on March 11, 2016, WPN immediately
resolved all issues addressed in the report and reported same to the Board.

In spite of WPN’s immediate efforts to comply with this unique
California provision and the report of the Board inspector, on October 14,
2016, the Board still issued an Accusation regarding these former violations.
The Accusation alleged two (2) causes for discipline. WPN timely filed its
Notice of Defense denying the charges in the Accusation and requesting a

North Pointe Business Cenrre
3835 North Frecway Blvd,, Ste, 228, Sacramento, CA 95834

www.simasgovlaw.com



The observallons of objealionable candllions and pracilces fisted
or the front of this form are reported;

1. Pursuant to Secllon 704(b) of the Faderal Food, Drug and
Cosmellg Act, or

2. To asslst ﬂr;ns lnspa'ctad In complying with the Acts and
uggulatlona enforced by the Food and Drug Adminisiralion

Sactlon 704(b) of lhe Federal Food, Drug, and Cosmetlc Adf (21
USG 374(b)) provides:

“Upon complatlon of any such Inepeclion of a faciary,
warahouse, consuliing lshoratory, or other establishment, and
rlor Lo laaving lhe premlsss, the offlcer or employes making the
ﬁaapeotlnn_sha!l glve to the owner, operator, or agant ln-chergs s
roport In wrlling selling forih any conditiona or practices
observad by him which, In hls judgement, Indloale Ihat any fand,
drug, device, or cosmetlo In such sstablishment (1} conslsts In
whaia or In pari of any flithy, pulrld, or decompasad subslancs,
or (2) hes been prepared, packed, or held under Insanltary
conditlons whereby It may heve bacoma sonleminaled with filth,
or whereby It may have baeen rendered Injurlovs to heslth, A
copy of such raport shelf be sent promplly to the Secratary.”
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Documents received/reviewed:

SOP Index
Pharmacist/Technician roster
Florida Cornmunity Pharmacy Inspection report
Flarida Standards-of Practice for Compounding Sterile Preparations (CSPs) report
Arizona prescriptions/orders repont {sorted by date)
Arizona prescriptions/orders report {sorted By nams})
Filiing/compounding records for:
Rx I, G SN, —.— X ¥ ¥ N
Compoundingrecords Jor:
Lot 09022014(@1,.05022014@2, @8142014@17, 0814201d@20 08142014@19
Article: Long-Term Stabillty-of Teimlx: A Three-Drug inlettion Used to Treat Erecﬂle Dysfunction
Compounding record for:
Lot 09022014@35
Article: Six-month Stabillty of Bevacizumab {Avastin) Binding to Vascular Endothelidl Growth Factor after Withdrawal
into a Syringe and Refilgeration or Freezing
Lab report for Lot 08252014 @48
Reprint of officé-use labe!
Use log for Flumethasgne Pivalate Powder
€ompounding record for:
{ot'09022014 @53, 09022014 @54
ScanROi documentation:
Scan Bio |} protgcal uging FIFU, Daily Contro} (FIRUfCE04)Y
Article: The ScanRDI Ster|lity Test Protocal as ari Effattive and Reliable Test forSterile-Com ppunded Preparations
Certificates of Compliancé from Médrep T echnologlés.for clean room and-chemo room
Practitioner license verification’ screenprint
SOPs: .
1.910, 1.630, 2.020; 2.030, 2.040, 3.010, 3.020, 3.030, 3.040, 3.050, 4.030,'4.070, 4.090, 4.110, 4.130, 4.200,
4.210, 5.010, 5011, 5.040, 5:050, 5.070; 6020, 5:020, 8.010; 5.030, 9:020; 2,040, 9.050, 9.060, 9.080, 9.090,
9:160, 9,110, 9i120,5.148, 9.150, 9. 161
Filling/compounding records for:

Rx GREET, N SN, — U e, S
Copy of letter from WPN dated October 14, 2014




» R - invoice indicates that the product was shipped ta.an address other than the patient's resldence or
prescriber office/home.

» R —-.lnvoice indicates that the product was shioped to an.addrass other than the atient’s residence or

rescribar office/home, Sterility testing was conducted using 4:X 3ml vials from a batch of 250 X 10mL vials.

Verifving pharmacist i not documénted ln the compounding record

R QNS (cffice. use)-compounding record indicates a kit lot number of 02282014@9 with BUD 8-31-2014. The kit
includes Ghorigiiic Gonadotrapin, Lyophylized'2;000'Unit vial Lot 02192014@11 withi BUD; 8-31-2014. The-compounding
recard forlot 02192P14@11 includes the following compdnénts:

Sodium Phosphate, Monobasic, USP Anhydrous Lat C152858, expirdtion date 5-1-2014

Sodium Phosphate Dried Dibaslc Powder. Lot WWC150510, expiration date 5-30-2014

» As Indicated;. these two comgnnegts have_expliration dates that occur prior to the BUD stated for the
eonifidunded jth as;well as the. kit. Sterility ‘testing-results do not Includethe number of containers/ tota

valume tested,
> Rx -Sterllh_x testing resuits do.not inciude the number of containers/‘total volurne:tested.

Rx (I (office use)- compounding record indicates a kit lot pumber of 12092013@68 with BUD 6-30-2014. The kit
includes Chorionic Gonadotropih, Lyophyiized 11,000 Unit vial Lot 12042013@63 with BUD 6-30-2014. The
compounding record for lot 12042013@63 Includes the followlng compgnents:

Sodium Phosphate, Manobasic, USP Anhydrous Lot C152858, expiration date 5-1-2614

Sodium Phiesphate Driad DibasicPawder Lot.C152701, expiration date 5-1-2014

nmgounded praducts for offlce use,

Petentiz| conceriis/Violations:

Breach of sterile:garbing SOP by'technician In ante roam.

SOPs-may not be indlcativee of current:practices

Lack of pHannacist verification durlng each step of cpmpound preparation.
Provision of patient written information net consistent,

Multipte incongistencies in dacumentation practices of LFW and FW including:
BUD

Sterile filtration

Steriiity sampling

Quality Assurance verification
Sterility sampling not compliant with USP<71> requiremants for number of containers/total volume tested.
Fosition of Quality Manager currently filed by a technician when pharinaclst required by SOP.
Beyond Use Date of compounds in excess of component Beyond Use Date/Expiration Date.

.

O
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x (R (ofiice use)-compounding record indicales that 2 vials were tested for sterility and
endotoxins from a batch size of 50 vials.

For office use orders, current license numbers/expirations dates of practitioners are maintained electronically.

Review of FDA Form 483 observations ‘dated 3-7-2014;

Observation 1-media fill testing results/SOPs were.reviewed.

Observation 2-most recent clean room/hood certifications were conduded under operatlona! cdnditions by new
vendor.

Observation 3-50Ps/results were reviewed for routine air/surface and fingertip testing.
Observation 4-agents ford Isinfectlon/cleaning 1n.SOP wére.present af USP27975 list,

Observation S-Avastin syilniges aré tested for endotexins and sterllity {via ‘Scan RDI); however, sampling plan is not
_ compliant with USP<21> requirements.

@bservation 6-current.BUD méets requirements of R4-23-410(B){3)(d).

Observation 7-sterile gowns not required for USP<797> compliance; however, cbserved breach of ante room protacol
was described above. -

Observation 8-ScanRDEqyallfication was presented 1o/FBA by WPN during-exit ihterview.

Observation 9- notregyired In Arizena for pharniacy-pefmitees,

Observatich 18- not required in Arjzona for pharmacy permitees.

Observation 11-calibrationfmaliitehance of gauges petformiad by new enviconniental certification-vendor.

Additlonal observations:
Distribution of Avastin was discussed in relation to-campounding versus tepackaging.

A copy of a prescription label was providad and found td be in substantial compliance with Arlzona requirements.

Additlonal rg'cofd,s’wg_l_:e*rqgl:.a_és't'ed on'@ctober 30, 2014:and Fecelved on Octohdt 15, 2014:

Of riote:

Rx IR compounding secord indicates-a kitot uhiber of 01062014@15 with BUD 6-30-2014. The Kitincludes

Chor[onh: Genadotropin + B12, Lyophylized-10,080 Unlt vial lot 12207013@7 with BUD 6-30-2014. The campoundlng
. record forlot 12202013@2 includes the foilowing -components:

Cyanobobalamiln (¥it 812)-Dextrose Lot 10142013@66, BUD 4-12-2014,
Sodium Phosphate, Monbbasic, USP.Anhydrous Lot C152858, expiration date 5-1-2014
Sodium Phosphate Dried Dibaslc Powdes Lot WWC150510, expiration dete 5-30-2034

» As Indicated, these three.components have BUD/explration dates that occur-priar-te the BUD stated for the

compaunded ftem as well 3s'the kit. Also, the smount of B12 in not stated In the drug nare of the compound
record, |t Is_unknown if the amount In !gduded on the final contalner label. Sterility testing results do nat

-.-._—-— i i e
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Fotlowing a review of the S0P index, several SOPs were requested.

>

»

b

The majority af'SOPs have not been reviewed within the past two years. Of note:

S0P 5.040 Patient Counseling of Compounded Preparatlons-section 9.4 states that patient instructions
and Informatjon shall be distributed with the; ggegaratiun if available. This is not in_compliance with
Ar!zor_ra fegulrements,

S@P 8 010 Steﬂllz.‘atiou and Deggragenatlon-sectlug 9.2 B reguires hubb Integrity_testing when
[ J sd far the sbove mentloned

the flrst formulation of 3 com ey aratio whlch is then verifled toved by the
Quality Manager which Is not currently a:pharmacist.

Ten random prescriptions; orde:s tom thie Arfzona report weie selected, Filling and, compoundjng documentation was
requested, Of note:

R SEREN:ttie compounding records contding no.documentatidn of - quilily assitrance verification of
the capsule prepatation.

R QNN (office use}-preparation is autoglabed in-bulk, and then‘piaced. in final container. Item was
tested for steriiity and enddtoxins, but procedure for how and whentd dbtain samiples for testing is not
decumented. it appearsthat 4 x10mlL syringes‘were obtainied from a 3000pL bulk.

Rx QIR (office use)-compounding record Indlcates that 5 sytinges were tested for sterility and
endotoxins from a-bateh size of 796 syrloges.

Rx QU (officé usé)}-compounding recard Inditates that 5 syringes were tested for sterility and
endotoxin’s frok) a.batch Size of 780 syringes.

fx W (office use)-compounding recotd Indicates that 2 vials were tested Tor sterility and
endotaxins from a batch size of 710 vials.

Rx —-con:(poundfng record Indicates that.2 vials were tested-for sterility and endotoxins from a

batch size of 480 vials.

Rx G- compounding record indicates that-4 vials were tested for sterllity snd endotoxins from a
batch:size of 600 vials, -

R S documentation of filter ot nunibérjexpiration date and buible. paint testing not indicated
inthe compounding recotd. Sampling plan Tor, sterility/endutoxfn testing riot indicated.

Rt -the compounding records contains no*documentation of quality assurance verification of

© the tablet preparation.
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> WPN explalned that when the above orders were dispepsed, the BUD was revised to 14 days. This is not
. documented In the compounding record:

Each of the above items were compounded from the following compounded bulk ingredients:
Lot 08142014@17 Papaverine HCL 40mg/mL (BUD 2/10/15)

Lot 08142014@19 Phentolamine ZOmg!rnl. (BUD 2/10/15)

Lot 08142014@20 Alprostodil (M) 500meg/mL (BUD 2/10/15)

¥ Inconsistericieswere observied regarding BUD dating by edits In the Log instroctions and niotes area,

Sterllity and endotoxin_testing results were provided. Most -sterility testing Is performéd inhouse utilizing ScanRDI
techhology. Testing and.control-protocols were provided as well as an article comparing ScanfDI reliability to USP<71>.

> A r.cv{ew of the article describes 2 favorable ::pmg;riﬁnn of résults; however, the article states that the
I g o arding iinimber.of contalinersiand total volume testeﬂ_shnuld be followed. WP

Also, the cumpaundln records are unclearasto storape.ofthé bidl-prdito use: in‘a {ival-compeimnd.

Lot:09022014@53 Hyalironldase ~ Preservative.Free 150 U/mt Injectable
iogged Formula Workstieet (LFW) not docomented by a pharinadist, but & Formula' Worksheel (FW) stapled to
LFW was Initialed by-a phatimaclst; however, WPN expldingd that the LFW Is the compounding record.

Lot 09022014@35 BeVaclzumab Tesl <{p 05mL Syringe, 316, 5{16‘1’I.Bmg/mL Injgctable
“The LPW has “20 labels® written over the recard. WPN explained that 20°previously prepared syringes were
placed in individua! sieaves per prescriber request..

> A new lot nuinber was assighid to this'order. The record Is confusmg ‘In.that it reads asIf the syringes
were prepared.and packaged, not just packaged. The BUD g manually struck throug'h and edited with

the BUD of the previously prepared syringes. An article was provided to justify the 90 day BUD.

379



WIS TEETL PEESrTY B AT

introduced. He is a pharmacist in the compounding area and Is responsible for sterility testing utilizing the ScanROI
instrumentation,

» While observing attivity In the ante room, 3 techniclan was viewed exiting the ante room, In full garb, to
obtaln Items from a cart. Thé technician. then croised back aver the lineof demarcation within the:ante room
lv[thut_x; re-gathing, When this cbservatlon was shared with Mr. Woaod and Dr. Campbell, they indicated that
thi in compllance with WPN'SOPs. A few moments latet, the same'tecliniclan was dbserved working in

the ante room without gloves ot 2 mask in an-area where those items were required,

Components are purchased primarily from PCCA, Medisca, Letco and Attlx. One outdated item was found. The item,
Flymethasone Pivolate, was labeled as manufactured by Farmabios from ltaly, A Cartificate of Analysis was requested
but not available, It was stated that this item was pbtalned duiing the purchase of the phiaemacy from Franck's
Pharmacy. A computer search found that the ltem had not'béen ised In any cdmpounded items since March 2012, The
item was ‘removed from active stock and placed In quarantine. One ingividual is responsible for performing outdate
cheeks and ftems &vé pulied fram' inventory with less. than 30 days.dating. ‘Gompouniled items in anticipation of
prescriptionsforders were properly- labeled. At the rear of the bisiiding Is a wapghouse area that Is not climate-
controlled. Thisarea Houses fion-drugitems as well as 2 labeled quarantihe area foriéxpired/damagid items.

During the tour, the workflow 6f ‘the comipoundipg area was described.’ The Logged Formla Wotkshee_t is the
compounding recard, The techniclans weigh components on scales (+/- 3%) and the regults are recorded In the

compounding ‘software. The:technlclan proceeds to cornplete’ the ‘compoundid pioduct and a pharmacist performs a
final check, . '

Following final pharmacist check, the orders/prescriptions are-packaged far shipment-vla UBS and.Fed Ex. When asked
about patierit:writteninformatior, WPN does hat F_ruvide written-information with evéry-crder. This was explained as-a
software Issue thatis being addressed.

Training records of techniciaris were reviewed and were found ta be in order. Teghnicians may-perform low and medium
risk compounding as determiried by their {evel of training. WPN explalned that-technicians are registered in Florida and
are not required to haye additional certification, Flarida does havé a 3:1 technicianspharmadist ratio, Technicians are

required to. obtain edntinuing education, WPN sends techniclans to a 40 hoyr compounding cburse provided by the
Florida Pharmacist Assbelation as well as on-the-jobicalning.

Media fill testihg re,syftq- were In order. Fiagestipfsirface, testiig résults wefk in order, Clean room and hood

certifications- weéie Gkreht §nd were' cdriducted under operational (dynamic). conditions: Ail cleanlig and equipment
callbration is-documeritéd électroriically,

A random sampling-of:conipodndlng records wére reviewed. The foliowing were nated:

Lot 09022014@1 Trimix 17,65mg/0.59mg/5.9meg lnjectable 20mL
8eyond'Use Date {8UD) indicated as 5@ days after compounding date

Final containerindicated as sterile vial'but size/lot of the vial was not recorded
Storage indicated s Refrigerate

1.01 09022014@2 Trimix 30mg/2mg/20mcE Injectable Smi

B8UD Indicated as 180 days after compounding date
Storage indicated as Refrigerate
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Arlzona State Board of Pharmacy

To:  Hal Wand, Executive Director, ASBP  Date: 10/15/2014
Cheryl Frush, Deputy Director, ASBP

From: Sandra Sulcliffe, CO ASBP
Dennis Waggoner, CO ASBP

Subjectt Wells Pharmacy. Network

As directed by the Board, CO Sandra Sutcliffe and CO Dennis 'Waggoner visited Wells Pharmacy Network (Y005709)
located at 1210 SW 33" Avenue, Ocala, FL 34474 on October 7-B, 2014 to conduct an inspettion and provide feedback
related to the observations-noted on FDA Form 483 {ssued 3-7<2014, Thie Notice of Inspectian Rights was reviewed with
Kris Fishman, Vice President of Pharmacy Operations, and Rita Weiss, Reh, Esq, Pharmacy Manager {as of 8-1-2014).

The purpose of the visit was discussed with Mr. Fishman and Ms, Weiss as well.as Travis Wood, CPhT, Quality Manager.
Ms. Sutcliffe stated that the inspection was to determine compliance with Arizona regulations as well as.to discuss the
observations of the FBA Farm 483, Wells Pharmacy Network (WPN} is primarily a compounding pharmacy {»95%)
providing both patient-specific prescriptitins and office-use campgunded products to practitioners. Sterile and non-
sterlle low, medium and high risk-compgunids are produced. Weekly: Voluine was provided as 3200 orders- with 240
pharmacist ‘hours utilized. Both Arlzona ahd DEA licenses were pradiced and ate current. A roster of pharmacists and
techniclans was pravidéd includirig Floridd license number and explration date: WPN Is ilcensedin all states where non-

resident licensure is required. A copy of the most regent Florida Inspectioh-report was provided with no observations
noted.

> WPN stated .t-hat they would be requesting an NABP inspection within the next few weeks as Texas Is
rediulring a report priorio renewing'that license. WPN'will provide a.copy‘of the NABP report to Arizona whe

completed. !

The followlng records wiére requestedritially:
»  Areport.of all prescriptions/orders sent to Arlzona for thevpast 12 months
e Training records for techiielaris '
«  Media fill and environmental testing results forthe past 12 months
» Clean room and hood cerfifications
= S0Pindex .
+ Equipment calibration/maintenance records
s Cleanlpg documentatjon

A tour of the facility was requested. Receipt of prescriptions/orders are processed in a cubicle cnvironment with both
technicians and pharmagists present. The pharmacy area consists of several small suftés for non-sterlle compounding
segregated primarily by.dosage form, a storage room where components are stored, an ante room leading'to a positive
pressure clean room for sterlle compounding, 2 pharmaclst final-check room, a second anté raom leading to 3 negative
pressure clean room and a large central area where staging and quality assurance testing is conducted, Refrigerators are
electronically monitored with alarms and emails for excursions. Durlrig the tour, Amthany Campbell, Pharmi), was
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Hed Wanel, BRIl MIIA

Fixeewtive Direcior

Arxivona Stale Board of Phacmiacy
January 26, 2015

Page 7

paragraph), complete compliance on any given day may be unrealistic. Accardingly, we would
appreciate some clarification regarding these issues.

Finally, Paragraph 6 on page 8 af the Consent Agreement states (hat il Wells “violales
this Order in any way or fails to fulfil] the requirements of this Order, Board, after giving the
Respondent notice and the opportunily to be heard, make (sic] take disciplinary action sgains
Respondent's permit. The issuc at such a hearing will be limited solely to whether this Order has
been violated." Again, we are unclear whether not passing an inspection would constitute a
violation of the Consent Agreement or a failure to fulfill its requirements, thereby resulling in

further disciplinary action, which may include a suspension or revacation of Wells' permit. For

these reasons, we would appreciale clarification regarding these issues.

Again, Lhank you for making lime to speak with me last month and for (he opportunily Lo
submit Wells' responses. We appreciate the Board's consideration and we look forward to
resalving this matier.

Very (ruly yours,

MILLIGAN LAWLESS, P.C.
By S\
Brygn 8, Bailey
BSB/me
Enclosures

cc:  William Me Millen, Managing Member
Kris Fishman, Sr. VP, Operations
Travis Weaver, Director of QA/QL
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Pal Wand, RI'h MBA

Lxceutive Direeror

Arizona State Board ol Pharmacy
January 26, 201§

Mape 6

Wells' pharinacists have decades ol experience and they determined that, with respect Lo
the Trimix injectables reviewed by the Campliance Officers, it was appropriate (o have a BUD
that was later than certain components of the injectables. However, since the Compliance
Officers’ inspection, Wells has upclated and reduced the BUD for T rimix injectables.

Presenitly, Wells mixes ils steck solutions, tests their sterility and assigns (he foflowing
nRuUD:
Chemienl BUD Coudition Documentation
Papaverine 90 Refrigerated PCCA/Eagle BUD study’
Phentolamine 920 Refrigerated PCCA/Eaglc BUD study
Alprostadil 60 Refrigerated PCCA/Eagle BUD study

Afler the solutions are mixed logether, Wells® assigns a BUD based on the eariier of the
product’s slorage method (i.e., l4-day BUD if refrigerated and 45-day BUD if frozen) or the
earliest expiration date of any componenl. We believe this updated process for determining,
BUDs is consistent with both A.A.C. R-4-23-410(B)(3)(d) and USP <797> and the Compliance
Officers® interpretation. However, if (he Board believes additional revision is necessary, we

respectfilly request that the Board clarify how Wells should determine the BUD, so as lo ensure
future compliance.

VII.  Clarification of Consent Agreement Terms.

With respect to the Board's proposed Consent Agreement requiring probation, Paragraph
& on page 2 stales that the Consent Agreement “does not constitute a dismissal or resolution of
any other matlers currently pending before the Board, if any.” Wells is not aware of any other
pending matlers before the Board. However, since the Consent Agreemen! “may be considered

in any future disciplinary action by the Board”, we would appreciate it if the Board would clarify
whether any other matters are currently pending,

In addition, Paragraph 4 on page 7 of the Consent Agreement states that Wells must “pass
one (i) unannounced random inspection by Board compliance officers....” However, the
Consent Agreemeil does not clarify what constilules a “pass(ing]” inspection. For cxample, are
no deficiencies required to pass? What if there are minor defisiencies? If so, what would
constilule @ “minor™ deficiency and how many would be permilted? Obviausly Welly inlends to
be in complete compliance; however, considering the size and complexily of Wells’ pharmacy
and human error, and the poteatial consequences ol no passing an inspeclion (see next

Y Enclosed #s Woshibit 1 are the resulis of e CCCANple sty
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lixecutive Diteator

Artizona State Dourd of Pharmacy
January 26, 2015
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Wells recently retained a consultani (Lov Diorio, RIh, LDT iealth Solutions Inc.), with
experience in both compounding and manufacturing (o achieve u higher slaidard of quality.
Based on the consultan!’s recommenclations, Wells has changed sterile gloves to another model

with better resistance to alcohol permealion, and Wells is experimenting with different labeling
and documentsiion processes (o minimize mislabeling,

Wells regreis its prior documentation discrepancics. However, we hope the Board will

recognize the strides Wells has made to correct the issues causing the celiciencies and to
minimize the risk of future discrepancies,

V. “Sterility sampling not compliand with USP <7[> requirements for nunber of
containersfiotal valume tested.”

The Compliance Officers noted in their report that most “sterility testing is performed
inhouse utilizing ScanRDI technology” and that “{testing and control protocols were provided
as well as an article comparing ScanRDI reliability lo USP <715

Wells mistakenly believed that its inhouse sterility testing with ScanRDI lechnelogy
complied with USP <71>, Based on the Compliance Officers’ comments, Wells recognized its
error and, as a resull of the inspection, it updated its sample sizes in compliance with USP <71>.
Enclosed as Exhibit G are lables ident] fying the sample sizes Wells has been foltowing since the
inspection. Again, Wells regrels and apologizes for this error,

VI.  “Beyond Use Date of tompounds in excess of companent Beyond Use
Date/Expiration Date.” .

The Compliance Officers conducted a random sampling of Wells® compounding records
regarding the Beyond Use Date (BUD) for several lots of Trimix injectable and found the BUD
was later than certain components’ BUD/expiration date.

The Bosard's ¢GCP acknowledge that, depending on (he pharmacist’s professional
judgment, & compounded product’s BUD may be later than its componenis’ BUD/expiration
dates, Specifically, A.A.C. R-4-23-410(B)(3)(d) states:

“A beyond-use-date {is] based on the pharmacist’s professional judgment,
but not more than the maximum guidelines recommended in the Pharmacy
Compounding Practices chapler of the afficial compendium unless there is

published or unpublished stabilily test datn thal shaws a lonper period is
appropriate.”

The Board's ¢GCP are consistent with USP <797> which States that “BUNs for coniounded
preparations are usually assigned on the basis of professional experience.”
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Hal Wand, RI'h MBA

Lixcewtive Direclor

Acrzona State Board of Phannacy
lanuary 26, 2015

Pugpe o

document verification of the componenls ov weights before the finished product is compleled -

the pharmacist may assume responsibility for these items, which is wha is assumed by Wells'
pharmacists performing the final check,

However, in an offort 1o ensure compliance with the Board's interpretation, Wells has
increased pharmacist activity in the non-sterile compounding area. For example, Wells has
reduced some of the [ab pharmacists’® duties and increased heir time moniloring and menloring
lechnicians. 'The pharmacists also have taken a more active role in compounding, to gel hands
on experience with manipulating the powders. We would uppreciale the Board's clarification of
its interpretation and confirmation that Wells* current praclices are compliant,

TV.  “Mulliple inconsistencies in documen(afion praclices of [Logged Formula
Waorksheets) and {Formula Worksheets) inclnding:” Beyoud Use Dale, sterile
filtration, sterility sampling, and quality assurance verification.

The Compliance Officers reviewed (en (10) rundom prescriptions/orders fram the
Arizana reporl which reveuled that Wells failed (o maintain proper compounding recards of
qualily assurance verification, documentation of procedures for obtaining sampies for testing,
documentation of filter o number/expiration date and bubble point testing in the compounding

135, 2014, the Compliance Officers reviewed udditional documents and identified additional
discrepancies regarding the records, documenlation, compliance with SOPs, testing procedures,

sampling procedures and shipping procedures involving additional prescriptions/orders from (he
Arizona report,

While it is certainly no excuse, Wells recognized inconsistencies in and the need (o
improve its documentatjon practices and, in fact, it had reorganized its qualily unit prior {o the

inspection. Unfortunately, 1he majority of issues noted by the Compliance Officers weze in
documenis that were created prior la the reorganization.

Wells has consistently pracliced Continuous Quality Improvement (CQI) and it continyes
lo make sirides to be USP <797> compliant.’ At the heart of CQl is serial experimentation
applied (o everyday practices. For cxample, Wells retrains the applicable staff in the evenl of a
breach of aseplic technique and it continually reviews and refinos its processes, including
documeniation, gowns, storage, mixture and so forth, In addition, Wells is in the pracess of
implementing many cGMP best praclices on top of USP standards. For exampte, Wells®
compounding staff wears sterile gowns, booties and Mcc masks, Wells analyzes the clficacy of

its cleaning ngents and make changes to exceed required standards and Wells ulilizes equipment
validation studies,

" linclased s Gxtini @ is Wolls® recemtly wpdmed SOP 9,161 Fegaeeing its CQI pragenm.
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Exceutive Direetor
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was preparing for and following the NABD's recommendations, in prepacation for the NABP
inspection, Unfortunately, in un effort 1o comply wilth the regulations and the NAPB
recommendations, Wells’ current procedures gol shead of its SOPs, such that certain of Wells®
currenl procedures differed from ils wrilten SOPs. As Wells explained lo the Compliance
Officers, at the time of the inspection, Wells was teviewing and, as appropriate, updating its

SOPs (o boih ensure compliance and (o ensure its SOPs were consistenl with ils current
procedures,

Since the Board's inspection, Wells has updated & substantial number of SOPs, including
each SOP noted by the Compliance Officers. Enclosed as Exhibit D is a copy of a pottion of
Wells' “SOP Change Request Number Log”, which identifies & number of SOPs (hat have been
updated following the inspection. Enclosed as Exhibit I are SOPs 5.040 and 9.040. You will
note thal SOP 5.040 now complics with A.A.C. R-4-23-402(1) and R-4-23-4 10(1)(5) regercing
patient information, and SOP 9.040 no longer requires the Quality Manager to be a pharmacist.

L “Lacl of pharmacist verification during each step of compound preparation.”

The Compliance Officers observed that the pharmacist in the general compounding area
was not performing or documenling verification of the components or weighls prior to (he
completion of the finished product. Rather, as (he Compliance Officers also observed, the
“technicians weigh componcits on scales (+/- 3%) and the results are recorded in the
campounding sofiware. The technician proceeds lo complete the compounded product and a

pharmacist performs a final check,” We are confused by the Compliance Officers’ finding and
we respectiully request clarification,

Specifically, A.A.C. R-4-23-4 10(I)(2) states:

“2. Components for pharmaceulical product compounding are accuralely
weighed, measured, or subdivided, To ensure that each weight,
measure, or subdivision is correct as staled jn the compounding
procedures, a pharmacist:

a. Checks and rechecks, or assumes responsibility for checking and

re-checking, the operations al each stage of (he compounding
process; and

b. Documents by hand-written initials or signature the completion
and accuracy of the compounding process,”

This is consistent with A.AC. R-4.23-410(C)( 1), which also states, among, other things, that 2
pharmacist may assume responsibility for these items and dacument his initinl or sipnnture in the
compounding vecord. {n other words, ncither reputation requires a phartnacist 1o perfonn or
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were no findings of “Substantially Non-Compliant™). A copy of the NABP inspection report and
cover letler are enclosed as Bxhibit A. Weils has made & few adjustments in response lo the

NABP findings, which are explained in Wells' January 14, 2015 response fo the NABP. Wells'
respanse is enclosed as Exhibit B,

Wells understands that it is casy o say il is commiticd {o compliance, but hard to prove
il. For that reason, we hope the Board will note (hal the few items of concern identified by the

NABP inspection were unrelated (o the jtems identified by the Board’s Compliance Officers.

Wells believes this is due to the compliance cfforls Welis was implementing prior to and at the

time of the Board's inspection and that Wells has implemented as a result of the Board's
inspection.  Wells understands thal compliance is a journey, not a destination, aad il will
continue (o review and improve ils operations to ensure and maintain compliance.

The following responds to the “polential concerns/violations” in the Compliance
Officers’ Oclober 15, 2014 report and the Board’s proposed Consent Agreements.

I. “Brench of sterile garbing SOP by technician in anie room.”

The Compliance Officers observed & technician exiling and re-enlering the ante room

withoul re-garbing and later observed the same technician working in the ante voom without
gloves or a mask.

As the Compliance Officers’ noted, the technician's conduct violated Welis' standard
operating procedure (SOP). Wells counseled the technician regarding the violations and the SOP
on the same day the violations occurred and cautioned her that future violations could result in
termination. Wells also retrained all sterile personnel regarding the SOP, which requires a sierile
gown change before going into the clean room and working on preparations, No further

violations have been noted. Enclosed as Exhibit C are Wells® lraining records for the technician
at issue and other sterile personnel.

I “SQOPs —~ may not be indicative of current practices”, “Pravision of patienl written

information nof consistent” and “Position of Quality Manager currently filled by a
technieian when pharmacist required by SOP.»

The Compliance Officers obscrved that Wells' employees were not following Wells'
SOPs regarding patient counseling of compounded preparations. sterilization and depyrogenation
and pharmacist prepacation of the first formulation of complex preparations, which is then
verified and approved by the Quality Manager who was supposed to be a phacmacist.

Weils has permits in multiple states and, therefore, ils opcrations mus comply with
muliiple states® repulations. ¢ ‘ompliance with these repulations reuires continuous review and
updating, of’ Wells® current procedures and $OPs. 1n addition, at the time ol'the inspection, Wells
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5050 Nowini 40" STaker, Sevk 200
PHOENIX, ARZONA BS018

PrONE: (602) 7923500

Fax: (602)792.3525

Huvan 8. Baney

Danecs 1.z (602) 792-3505
BRYANGEMILLIGANLAWLESS. COM
MWW, VISLLIGAN LA WELESS. COM

Junuary 26, 2015
VIA U.S. MAIL AND

EMAIL: lwand@aznharmacy.gov

Hal Wand, RPh MBA

Executive Direclor

Arizona Stale Board of Pharmacy
1616 West Adams, Suite 120
Phaenix, Arizana 85005

Re:  Woells Pharmacy Network — Pharmacy Permit No. Y005709
Beard Case No. 14-0019-PHR

Dear Director Wand:

Thank you again for the opporlunily 1o submit this response to the “potentia)
concerns/violations” identified by the Board's Compliance Officers as a result of the October 7
and 8, 2014 inspection and the additional time to respond o the Board's proposed Consent
Agreements, Before responding lo these items, I would like to clear up a potential
misunderstanding and update the Board regarding Wells Pharmacy Network's ("Wells") recent
inspection by the National Association of Boards of Pharmacy (NABP).

Wells has the utmost respect for the Board and its Compliance Officers and we are
concerned the Board may have misunderstood Wells' August 1, 2014 response {o the Board's
July 11, 2014 letter and proposed Consent Agreement. In Wells' letter it declined the Board’s
offer o enter into the Consent Agreement and Wells requested a formal hearing, although We_lls
preferred not to submil to & formal hearing. Wells® request was based on its concems with

certain language in the Consent Agreement and its understanding that a formal hearing was the
only means available (o resalve its concerns.

Wells meant no disrespect {0 the Board and, again, it had no desire to cscalate the maiter.
In fact, as mentioned in the Compliance Officers® report, al the time of the inspection, Wells was

in the process of obtaining an inspection by the NARBP, as required by the proposed Consent
Agreement.'

The NABP inspection took place on December 9, 2014. The NABP's findings were
overwhelmingly posilive, wilth the NARP finding Weils' pharmacy “Substantially Compliant"”
with all but a few items, in which case the NABP found Wells' “Somecwhat Compliant" (there

Lo T, &S iy S =

' Prior 1o renewing Wells' Toxas phirmncy license, the Texns Stalc Noard of Iharinacy recquived Wells 19 be
inspected by the NABE  Nnsed an the MARES Tudings, the Texas Board s since renewed Wells' license,
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required unannounced random inspection in parageaph 4 of this Order prior to (he
cxpiration of the one (1) year probatianary period, Respondent may pelition the Board for
carly termination of the probation by submitling such a request in wriling and appearing
betore the Board al a regularly scheduled meeting.

6. if Respondent violates this Order in any way or fails to fulfill the
requirements of this Order, the Board, after giving the Respondent notice and the
apportunity to be heard, make take disciplinary action against Respondent’s permil. The

issue at such a hearing will be limited solely to whether this Order has been violated.

DATED this 69 __ day of ;/w 2H7%, RolS™
ARIZONA STATE BOARD OF PHARMACY
(Seal)
By: M
KAMLESH GANDH(
EXECUTIVE DIRECTOR

ORIGINAL OF THI FOREGOING FILED
this o9 _ day of , 204 with:
K0lS~

Arizona State Board of Pharmacy
1616 W. Adams St.
Phoenix, Arizona 85007

COPY QF THE l’OREGOING MAILED
BY CERTIFIED MAIL
this g7 _day of fune ,wf/

e )

Wells Pharmacy Netwaork
1210 SW 33" Ave.
Qcala, Plorida 34474
Respondent

8
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3. The conducl and circumslances deseribed above  constitule uncthical
conduct pursuant in violation of A.R.S. §32-1901.01{A) (5) (Violating a federal or statc
jaw or administrative rule relating to the manulacture, sale or distribution ol drugs.
devices, poisons, hazardous substances or precursor chemicals).

4, ‘The conduct and circumstances described above constitute unethical
conduct pursuant to A.R.S. § 32-1901.01 (A) (3) by violating AAC. R4-23-402 (1), R4-
23- 410 (1) (2) (a) and (b), A.AC, R4-23-410 (1) (5), A.A.C. R4-23-410 (F) (1) (d) and
AA.C. R4-23-670 (C) (1).

ORDER

Based upon the above Findings of Fact and Conclusions of Law, the Board issues
the following Order:

1. Respondent’s permit no. Y005709 is placed on probation for 4 period of
one (1) year.

2. Respondent shall pay a civil penalty of $9,000.00 within 90 days of the
effective date of this Order,

3. Respondent shall pay for the costs of the inspection conducted by Board
compliance officers in October 2014 in the amount of $2,345.37 within 90 day of the
etfective date of this Order.

4. Respondent shall to submil to and pass one (1) unannounced candom
inspection by Board compliance officers within one (1) year of the effective date of this
Order and shalt pay for the costs of this inspection in an amount not to exceed $3,000.00.

Respondent shall pay for the costs of this inspection within 90 days of receiving written
notification from Board staff of the incurred costs.

5. [ Respondent pays the civil penalty in paragraph 2 of this Order, pays the

costs of the October 2014 inspection in paragraph 3 of this Order, submits (o and passes

the unannounced random inspection in paragraph 4 of Lhis Order and pays the costs of the
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complex preparation which is then verificd and approved by & pharmacist {quality
manager).

10. At the October 7 and 8, 2014 inspeclion Board compliance officers
reviewed ten (10) random prescription/orders from the Arizona report which revealed
Respondent failed to mainlain proper compounding rtecords of quality assurance
verification, documentation of procedures for obtaining samples for testing,
documentation of filter lot number/expiration date and bubble point testing in the
compounding record, documentation of the sampling plan for sterility/endatoxin testing
and failure to follow proper procedures/protocols for sterility and endotoxin testing
sampling.

1. Board compliance officers reviewed additional documents requested from
Respondent and received on or about October 15, 2014 which revealed additional
discrepancies regarding the records, documentation, compliance with standard operating
procedurcs, testing procedures, sampling procedures and shipping procedures involving
Rx S, R~ SR Rx SR, Rx SN, Rx S :nd rRx R o5
more fuily set forth in the compliance officers’ report dated October 15, 2014, a copy of
which is attached and is incorporated by this reference.

CONCLUSIONS OF LAW

I The Board possesses jurisdiction over the subject matter and over

Respondent pursuaat to A.R.S. § 32-1901 el seq.

2. The Board may disciplinc permit holder if the Board determines that the
permiltee or the permitiee’s cimployee has engaged in unethical conduct. ARS. § 32

1927.02(A) (1).

0
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October 10, 2014 requested additional documents which were provided by Respondunt
on October 15,2014,

5. Al the October 7 and 8, 2014 inspection Board compliance officers

observed a technician working at Respondent's facility exiting and re-entering the ante

I

|

room without re-garbing and later observed the same technician working in the anle room
without gloves or a mask both activities were not in compliance with Respondent’s
standard operating procedures.

6. At the October 7 and 8, 2014 inspection Board compliance officers noted
lhat the pharmacist in the general compounding area was not performing or documenting
4 verification of the componenis or weights prior to the completion of the ﬂnishcdl
product.

7. Al the October 7 and 8, 2014 insplection Boérd compliance officers
conducted a random sampling of the compounding records regarding the “Beyond Use
Date” (BUD) for severai lots of Trimix injectable.

8. At the October 7 and 8, 2014 inspection Board compliance ofticers
observed discrepancies in Respondent’s compliance with sterility, endotoxin and sterile
filtration testing results records.

9. Al the October 7 and 8, 20i4 inspection Board compliance officers
observed that Respondent’s employees were not following Respondent’s standard
o[;crating procedures regarding patient counseling of compounded preparations,

sterilization and depyrogenation and pharmacist preparation of the fiest formulation of a
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ACCEPTIED AND AGREED BY RESPONDENT

['/-'-—\ = ‘\\\«"wm-\ \\u e -.- Dated: ST
—.-;:::..-.=n.-h"'— &.\".‘.‘.-/

by ra J,_,_*:-x aa A cnEedon behal of Wells Pharmacy Network

Subscnbed and sworn to before e in the County of "Dﬂlm l?::f-%l-\ State o{'
Flo:s, L.(c...

, this _313% day of , 20H
Pn:a Oy el . on behalt of Wells Pharmacy Network: Zul s

BRET JONATHAN PHILLIS

SR AE, NOTARY PU VR

3 Ihp ESTATE stfggm ﬂ?‘/ // ﬂ/ﬂdéj/a'
e Comwrit FF173881 NOTARY PUBLIC

Explres 11/4/2018

My Commission expires: } ) 1Y / 2ol

FINDINGS OF FACT

AR R At

1. ‘The Board is the duly constituted authority for licensing and regulating the
praclice of pharmacy in the State of Arizona.

2. Respondent is the holder of Pharmacy Permil Number Y005709.

L1 From February 21, 2014 through March 7, 2014 representatives ol the
United States Food and Drug Adnllinistration (“FDA™) conducted an inspection of
Respondent’s facility located at 1210 SW 33" Ave., Ocala, Florida. Asa resuft .of that
inspection, the FDA issued a report on March 7, 2014 which contained eleven (1
observations detailing potential violations. ~ Based upon its concerns regarding the
observations identified in the FDA report the Board directed its staff to conduct an
inspection of Respondent’s facility in Qcala, Florida. 1

4. On or about October 7 and 8, 2014 Board compliance oflicers conducted an

inspection of Respondent’s facilily located at 1210 SW 33 Ave., Ocala Florida and on
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8. Respondent acknowledges and agrees thal, upon signing this Consent
Agreement and relurning this document lo the Board™s Iixeeutive Director, it inay nol
revoke its acccplance of the Consent Agreement or make any modifications o lhe
docurnent regardless of whether the Consent Agreement has been signed by the
Cxecutive Director. Any modification to this original document is ineffective and void
unless mutually agreed by the parties in writing,

9. This Consent Agreement is subjecl to the approval of the Board and is

effective only when accepted by the Board and signed by the Board's Executive Director.

fn the event that the Board does not approve this Consent Agreement, it is withdrawn and

‘shall be of no evidentiary value and shall not be relied upon nor introduced in any action

by any party, except that the parties agree that should the Board reject this Consent
Agreement and this case proceeds to hearing, Respondent shall assert no claim that lhe

Board was prejudiced by its ceview and discussion of this document or any records

1 relating thereto.

10. If a court of competent jurisdiction rules that any part of this Consent
Agreement is void or otherwise unenforccablc. the remainder of the Consent Agreement
shall remain in full force and effect.

ll. Respondent understands that this Consent Agreement is a public record that
may be publicly disseminated as a formal action of the Board and may be reported as
required by law to the National Practitioner Data Bank and the Healtheare Integrity and

Protection Data Bank.

12. Respondent understands that any violation of this Consent Agreciment

constitutes unethical conduct and may resull in disciplinary action. ARS. 8§ 32-

1901.01(A) and A.R.S. § 32-1927.02(A).

13.  Respondent agrees that the Board will adopt the lollowing Findings of Fact.

Conclusions of Law and Order.

395



rJ

G W

w o ooe =~ v Lh

RECIEALS
I Respondent has read and understands this Consent Agrecment and has had
the opportunity Lo discuss Lhis Consent Agreement with an atlorney, or has waived lhe
opportunity to discuss this Consent Agreement wilh an attorney.
2. Respondent understands that it has a right to 2 public administralive hearing
concerning the above-captioned matter, at which hearing it could present evidence and
cross cxamine witnesses. By entering into this Consent Agreement, Respondent

knowingly and voluntarily relinquishes all right to such an administrative hearing, as well

as rights of rehearing, review, reconsideration, appeal, judicial review or any other

administrative and/or judicial action, concerning the matters set forth herein.

1. Respondent affirmatively agrees hat this Consenl Agreement shall be
irrevocable.
4. Respondent understands that this Consent Agreement or any part of the

'agrecmem may be considered in any future disciplinary action by the Board.
5. Respondent understands this Consent Agreement deals with Board
Complaint No. 4338 involving allegations of unethical conduct against Respondent. The

investigation into these allegations against Respondent shall be concluded upon the

| Board’s adoption of this Consent Agreement. '

6. Respondent understands that this Consent Agreement does not constitute &
dismissal or resolution of any other matters currently pending before the Board, if any,
and does nol conslitute any waiver, express or implied, of the Board’s statutory authority
or jurisdiction regarding any other pending or future investigation, action or proceeding.

7. Respondent also understands that acceptance of this Consent Agreement
does not preclude any other agency, subdivision, or officer of this State (rom ingtituting
any other civil or criminal proceedings with respeet Lo the conduct thal is the subject of

this Consent Agreciment.
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ITIOMAS C. HORNE
Attarney Gueneral
{Firm State Bar No. 14000)

MONTGOMERY LEE
Assistant Altoency General
State Bar No. 005658

1275 W. Washington, CIV/LIES
Dhoenix, Arizona 85007-2997
Tel: (602) 542-7980

Pax: (602) 364-3202

Attorneys for the Arizona State Board of Pharmacy
BEFORE THE ARIZONA STATE BOARD OF PHARMACY

In the Matter ol Board Case No. 14-0019-PHR

CONSENT AGREEMENT FOR
Wetls Pharmacy Network, PROBATION, CIVIL PENALTY,
COSTS AND INSPECTION

Holder of Pharmacy Permit No. Y005709
in the State of Arizona.

In the interest of a prompt and judicious settlement of this case, consistent with the
public interest, statutory requirements and the responsibilities of the Arizona State Board
of Pharmacy (“Board”) under A.R.S. § 32-1901, el seq, Wells Pharmacy Network,
holder of Pharmacy Permit Number Y005709 in the State of Arizona (“Respondent™).
and the Board enter into the following Recitals, Findings of Fact, Conclusions of. Law

and Order (“Consent Agreement™) as a (inal disposition of this matter.
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BY ORDER OF THE BOARD */

Dated: July 18", 2017 W

Michael D. Bullek, BSP, R.Ph.
Authorized Representative of the
New Hampshire Board of Pharmacy

_*/ Board Member recused
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that Wells has documented training deficiencies and cleaning deficiencies, and it further allowed
technicians to verify products for the final visual check, The Board does note that Wells
produced satisfactory standard operating procedures that Mr. Fishman stated employees will now
be following. However, given Wells’ failure to have sufficient procedures in place for so long
and its failure to adopt the 797s, the Board is not confident yet that Wells will adequately comply
with these standard operating procedures. The Board also has concems that Wells just learned at
the hearing of New Hampshire’s restriction on distributing directly to veterinary practices.

For the reasons stated above, the Board finds that the five mitigating factors in Ph
905.01(c) have not all been met. Based on Wélls’ history of having insufficient procedures in
place, the Board does not yet have confidence that the action is unlikely to occur again. The
Board is also concerned that Wells was distributing directly to veterinary practices, in violation
of RSA 318:14-a, Il and Ph 404.02. Wells’ application for renewal is therefore denied.
Lyophilization

The Board next considers whether, by engaging in lyophilization, Wells was engaged in
the practice of manufacturing, thus necessitating a 503B permit. Mr. Fishman stated that Wells
lyophilizes in order to keep the correct drug potency. He further gtated Wells’ average batch size
when lyophilizing is 250-500 vials. Ph 404.04(b) specifically states that “[w]hen a compounder
prepares more than 50 dosage units for non-patient specific preparations, the compounder shall
be registered as a drug manufacturer or 503B with the FDA.” Therefore, if Wells wishes to
continue lyophilizing, when it re-applies it must apply for and obtain as a 503B permit.

Conclusion

For the reasons stated above, the renewal application of Wells Pharmacy, Ocala Florida is

DENIED.
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Mr, Fishman’s testimony, then, the Board determines that the mitigating factor in Ph
905.01(c)(1) has been met.

The Board questions whether, under Ph 905.01(c)(2), there was no intent to violate any
provisions of RSA 318, The Board does find that Wells did not intend to violate RSA 318 with
its past contamination problems, as the Board is satisfied that the airborne mold was caused by a
leaky pipe that remained undiscovered. However, as the Board noted at the hearing, Wells’
practice of distributing directly to veterinary practices is not in compliance with RSA 318:14-a,
Il and Ph 404.02. The Board understands from Mr. Fishman’s testimony that Wells was
unaware of this regulation in New Hampshire, but ﬂ;e Board notes that it is the responsibility all
licensees and registrants to comply with the relevant laws.

The Board next finds that under Ph 905.01(c)(3), Wells has taken cormrective action. Mr.
Fishman testified that Wells has since demolished the contaminated compounding room, fixed
the leak, and rebuilt the room to 800 standards. In addition, Wells recalled all the affected
products and it now does daily testing for viables. The Board does note that Wells did not test
frequently enough after first discovering the contamination. Mr. Fishman, however, admitted
this and stated the individual responsible for overseeing quality during that time was no longer
with the company due to the unacceptable response to this incident.

The Board finds that under Ph 905.01(c)(4), Wells made remunerations to the affected
parties. As stated above, Wells recalled all affected products and no adverse effects were
reported.

The Board finds, however, that under Ph 905.01(c)(5), it does not have confidence yet
that the action is unlikely to occur again. The Board is concerned that Wells in the past failed to

follow the guidance of the 2012 USP 797 Compounding Standards. The Board specifically notes
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Ph 404.04(b) and (¢) Regulatory Requirements for Sterile Compoundin

(b) When a compounder prepares more than 50 dosage units for non-patient specific
preparations the compounder shall be registered as a drug manufacturer or 503B with the FDA.

(c) Compounders supplying limited quantities, less than 50 dosage units, to providers for
administration use shall have an MOU with the provider for each compounded product they
supply to the provider. When a compounder provides a practitioner a non-patient specific

preparation, the compounder shall provide the practitioner a copy of the test result for each lot
provided to the practitioner.

Ph 404.02(u) Definitions

(u) “Limited quantities” means a batch with 50 or less dosage units provided to a hospital or
practitioner to administer to their own patient.

indin f Facts an li aw

In arriving at the decision below, the Board considered the original application packet
from Wells, the documents Wells provided in anticipation of the hearing, and the testimony of
Mr. Fishman.

Recent Disciplinary Action

The Board first considered, in light of the Board denying Wells’ application due in part to
the recent disciplinary actions of other states under Ph 905.01(a), whether all five mitigating
factors if Ph 905.01(c) had been met.

The Board first finds that under Ph 905.01(c)(1), no harm resulted from the Wells’
actions. Mr. Fishman testified that Wells took action to recall any affected drugs and notify the
approximately 25,000 patients that were affected. Mr. Fishman testified that there were zero
major adverse effects reported. When asked to clarify whether there were any adverse effects

reported, Mr. Fishman stated that there were no adverse effects reported at all. On the basis of



but shall not be resold or dispensed. Nonprescription items may be compounded upon order by a
practitioner for sale as Jong as the labeling complies with RSA 318:47-a and the product is not a
copy of, or similar to, prescription or nonprescription products. All compounding shall be done
in compliance with the United States Pharmacopeia as defined by board of pharmacy rules.

IL. The compound drug product shall bear the label of the pharmacy responsible for
compounding and dispensing the product directly to the patient for administration, and the
prescription shall be filed at that pharmacy. Compounded prescription labels shall include the
phrase "compounded per subscriber request” or a similar statement on the prescription label or
through the use of an auxiliary label attached to the prescription container.

I1I. A pharmacist shall offer a compounded drug product to a practitioner for administration to
an individual patient, in limited quantities. The compounded drug products are for practitioner
administration only and shall not be re-dispensed. The pharmacist shall maintain records to
indicate what compounded drug products were provided to the medical office or practice.
Compounding pharmacies may advertise or otherwise promote the fact that they provide
prescription compounding services, in accordance with state law and rules of the board, as well
as applicable federal laws.

IV. Where a commercial drug shortage exists because a manufacturer is the only entity
currently manufacturing a drug product of a specific strength, dosage form, or route of
administration for sale in the United States, and the manufacturer cannot supply the drug product
to the public or to practitioners for use, a pharmacist may compound a limited quantity using the
active pharmaceutical ingredient and sell to a patient with a valid prescription from a valid
prescriber. When the compounded drug product is sold to a medical office or practice it is for the
practitioner to administer to patients, and shall not be for resale.

V. The board shall adopt rules under RSA 541-A concerning the regulation of compounding.

VI. Labeling requirements pursuant to paragraph II shall not apply when medication is
dispensed to institutionalized patients as provided under RSA 318:47-b.

Ph 905.01 Effect of Revocation and Denial.

(a) The board shall refuse to issue a registration or shall revoke a registration whenever
the board determines that a mail-order pharmacy, its pharmacist-in-charge, owner(s) or
corporate officer(s) has, after notice and opportunity for a hearing, except pursuant to (c)
below, committed an act such as but not limited to:

(4) Failed to comply with RSA 318:37, 11, the provisions of Ph 900, or both;

(6) Been found guilty of any violation of federal, state or local drug law or have entered
into any agreement to resolve violations of such.

(c) Notwithstanding the above the board shall issue a registration or not revoke if:
(1) No harm resulted from the actions of the applicant or registrant;

(2) There was no intent to violate any provisions of RSA 318;

(3) Corrective action has been taken by the registrant;

(4} Remunerations have been made to the affected party(s); and

(5) The board determines the action is unlikely to occur again.
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place for so long. Mr. Fishman explained that the business changed hands in 2011, and he was
not hired until 2014, Mr. Fishman stated that once he started at the company, he began
establishing standard operating procedures, hitting the 797 standards or higher. Mr. Fishman
explained that Wells had been working to improve its policies.

Commissioner Stout then asked about a citation in the NABP report concerning Wells
shipping products for office use. Mr. Fishman explained that that citation was for veterinary
products, and he stated that there was no regulation with this restriction for veterinary products.
The Board clarified that here in New Hampshire, there is such a regulation, and stated that Wells
is thus out of compliance with various Board statutes and rules,

Commissioner Rochefort asked Mr. Fishman about how Wells’ pharmacists are trained
on lyophilization, as it is not traditionally taught in schools, Mr, Fishman explained that Wells’
head pharmacist had been Wells’ pharmacist for 15 years, and he leamed to lyophilize on the
job. Mr. Fishman stated that after the lyophilized products are made, they are tested and verified.
Commissioner Rochefort asked if this pharmacist had trained any others; Mr. Fishman answered
that in the last three years the pharmacist has only trained two others.

Relevant Law

RSA 318:1

[1I-a. "Compounding" means the preparation, mixing, assembling, packaging or labeling
of a drug or device as a result of a practitioner's prescription drug order or initiative based
on the pharmacist-patient-prescriber relationship in the course of professional practice or,
for the purpose of, or as an incident, to research, teaching, or chemical analysis, but not
selling or dispensing. "Compounding” also includes the preparation of drugs or devices in
anticipation of prescription drug orders based on routine, regularly observed prescribing
patterns. "Compounding" shall not include the reconstitution of powdered formulations
before dispensing or the addition of flavoring.

318:14-a Compounding.
1. Products that are not commercially available may be compounded for hospital or office use
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Mr. Fishman explained that after the remodel, the National Association of Boards of
Pharmacy (“NABP”) inspected the facilities. Mr. Fishman explained that Wells passed the
NABP inspection. Shortly thereafter, NABP called the Texas Board of Pharmacy, and that board
lifted the restrictions it had put on Wells’ license. Shortly thereafter, the boards in both South
Carolina and Arizona lifted the restrictions from Wells® license, as well.

With regard to lyophilization and pellets, Mr. Fishman stated that he is not a pharmacist
50 is not an expert, but told the Board that Wells uses the lyophilization process in order to keep
the correct potency of the drugs. He stated that he understands that lyophilization can be
difficult, particularly if a pharmacist does not have the correct equipment. Mr. Fishman stated
that Wells will not lyophilize more than 250-500 vials at a time. Mr. Fishman explained that
Wells does not produce pellets on site; the pellets are transferred from a 503(b) facility.

In response to Board questioning, Mr. Fishman admitted that once the mold was
discovered, Wells failed to re-test frequently enough. Mr. Fishman stated that the individual
who was responsible for overseeing quality at Wells is no longer with the company due to the
unacceptable response to this incident.

Commissioner Stout stated that the standard operating procedures that Wells had
provided in its packet to the Board were satisfactory. However, Commissioner Stout stated that
the 2012 USP 797s, Compounding Standards, had wonderful guidance for operating procedures,
and he asked why Wells failed to implement those. For instance, Commissioner Stout stated
Wells had documented training deficiencies and cleaning deficiencies, and used to allow
technicians to verify products for the final visual check. Commissioner Stout thus asked Mr.
Fishman why the Board should be confident that Wells would comply with the satisfactory

standard operating procedures it provided last week when it did not have sufficient procedures in



Mr. Fishman explained why the other states had disciplined Wells. According to Mr.
Fishman, in February 2016 Wells staff tested one of Wells’ compounding rooms for
contamination and the room tested positive for airborne mold. Wells sent the sample to a lab and
determined it was pennicilium. Wells disinfected and cleaned the facility, and a few weeks later
there was no sign of the mold. Then, in late March 2016, the compounding room again tested
positive for airborne mold. When Wells sent this sample for testing, they learned that there was
both pennicilium and a different type of fungal growth present. Wells staff again disinfected and
cleaned the facility. At some point in the future, Wells staff again determined there was an
airborne mold in the compounding room, and Wells then shut that specific compounding room
down.

Mr. Fishman explained that the company had already scheduled to demo the room to get
it fully up to 797 standards and convert it to an 800 room. After the demo was started, Wells
employees discovered the source of the mold — a small leak around a pipe that ran from the
ceiling to about twenty feet above the ceiling tiles to the room. Mr. Fishman explained that no
one had found that leak because no one had thought to pop the ceiling tiles.

Mr. Fishman explained that the room was completely remodeled to higher standards
before being put back into use. He further explained that Wells worked with the Florida Board
of Pharmacy and the FDA to recall their products, notifying the approximately 25,000 patients
that were affected. He stated that throughout the recall process, there were zero adverse effects
reported. Mr. Fishman further explained that Wells took all its products from its store room and
sent them out for testing; there were zero concerns with sterility. He explained that Wells now

tests the air continuously and tests for viables during batch time, which is every day.

Td
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Before the New Hampshire
Board of Pharmacy
Concord, NH 03301

In the Matter of: Docket No: 2017-01
Wells Pharmacy, NR0198

(Show Cause Hearing for renewal of NRMO Pharmacy Application)

DER OF DENIAL,

A show cause hearing commenced on April 19, 2017 to determine whether the Board
properly denied the Renewal Application of Wells Pharmacy (“Wells”) NR 0198, of Ocala,
Florida. For the following reasons, the Board has voted to DENY Wells’ application.

Background

Wells filed an application for renewal for a Non-Resident Pharmacy Permit which was
accepted for filing on December 13, 2016. On or about February 157, 2017, the Board issued an
Order denying Wells’ application but giving Wells the opportunity to request a hearing on the
denial and show cause why it should be licensed. The Board’s reason for the denial was twofold.
First, the Board found that Wells’ application packet documented recent disciplinary action taken
by at least four different states. On that basis, the Board denied Wells’ application pursuant to
Ph 905.01(a)(6). Additionally, the Board stated that through Wells’ application, the Board first
became aware that Wells engages in the process of lyophilization and the process of producing
pellets; the Board stated that if Wells wishes to continue doing so it must obtain a manufacturing
or 503-B permit from the Board.

On or about March 15™, 2017, Wells requested a hearing on its denial, and on April 19,
2017, the Board held a show cause hearing on Wells’ application. Kristopher Fishman, Senior

Vice President of Operations, appeared on behalf of Wells.
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C, 4

Carey McRae, attorney for Wells Pharmacy
Network, LLC

DONE this the of 6/13/2017 , 2017,

ALABAMA STATE BOARD OF PHARMACY

ud dy B

Buddy esident

By:

James . Ward, |
Attornéy for the Alabama Stale
. Board of Pharmacy

OF COUNSEL:

WARD & WILSON, LLC
2100A Southbridge Parkway
Sulte 580

Blmingham, AL 35209
(205) 871-5404

Page 4 of 4



any judicial review, Wells further waives any objection to the attorney for the Board
preparing, drafting or making this Order, including the waiver of any objection or right
pursuant to Code of Alabama (1975), §41-22-18.

9. By execution of this Consent Order, Wells hereby releases the Board, its
members, agents, represenlatives, servants and employees from any and all liability,
claims, damages, fees or expenses arising out of or made in connection with the maltters
relating to this Consent Order and Statement.

10. Wells acknowledges and agrees that it has read this Consent Order and
that it fully understand the terms, conditions and contenits of the same. Wells
acknowledges and agrees that it voluntarily and of its own free will accepts the terms and
conditions set out in this Consent Order and is 1signing this Consent Order on the advice of
its attorney.

DONE this the J 1" of__ 1., 2017,

WELLS PHARMACY NETWORK, LLC
PERMIT NO: 113948

’

BY: {ecii- .-l/ln.’m

. i
’TS [ 1%, u"n( [ ' LA LE T oy
/

o A

Carey MCRae, attorney for Wells Pharmacy
Network, LLC

WELLS PHARMACY NETWORK, LLC
PERMIT NO: 113982

BY: It K, -ﬁf?rwfr( ;.

’

ITS; jthenlen " :*&-'r'.. e,

Page 3 of 4
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registration or similar authority Issued by the Board or which seeks to conduct or engage
in any activities regulated by the Board nor o in the future.

4, The provisions of Paragraphs 2 9nd 3 shall not apply to the permit of Wells
Specialty Pharmacy, Inc., Permit No. 112752 upon the express condition that said
phammacy does not and shall not in the future engage in any compounding of any drug
products or medications.

5. Wells agrees to pay costs to the Board in the amount of Ten Thousand and
No/100 Dollars ($10,000) within thirty (30) days of the effactive date of this Consent Order
that being the day the same is signed on behalf of the Board. This payment shail not be
subject to discharge in bankruptcy nor shali either pharmacy attempt to discharge the
same.

6. Wells acknowledges and understands the Board is required to report this
action to the National Practitioner Data Bank, which said reporting shall not include
Robert Kilfeather who was mistakenly included in the charges involving Permit No.
113948.

7. Based expreassly upon the representations and agreements set forth herein,
the Board agrees to dismiss the pending cha.rges against both Permit No. 113948 and
Permit No. 113982 with prejudice.

8. Wells expressly waives its rights pursuant to the Alabama Pharmacy
Practice Act, the Alabama Administrative Procedure Act and the Alabama Uniform
Controlled Substances Act, including but not limited to the Code of Alabama {1975},
§34-23-34 and §34-23-92(112), Code of Alabama (1975), §41-22-12 and §40-22-20 and
Code of Alabama (1975), § 20-2-50 et seqa., and including but not limited to the

opportunity for a hearing before the Board in connection with any charges against it and

Page 2 of 4
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IN THE MATTER OF: ) BEFORE THE ALABAMA STATE
WELLS PHARMACY NETWORK, } BOARD OF PHARMACY
e ; " CASE NO: 16.-L-0120
Permit No. 113948 )
and ;
WELLS PHARMACY NETWORK, :
LLC ) CASE NO: 16-L-0156
Permit No. 113982 ;
CONSENT ORDER

THIS MATTER comes before the Alabama State Board of Pharmacy (hereinafler
referred to as the "Board") on a pending Statement of Charges and Notice of Hearing
("Statement”) involving Wells Pharmacy Network, LLC (Wells), Permit No. 113948

located in Ocala, Florida and Permit No. 113982 located in Dyersburg, Tennessee.

Prior to the scheduled hearing in this cause, and pursuant to Code of Alabama

(1975) §41-22-12(f}, the parties through counsel have entered into an agreement the

terms of which are set forth in this Consent Order as follows:

1. Wells agrees to voluntarily surrender Permit No. 113948 and Permit No.
113982.
2. Wells agrees to never apply for or seek any type, kind or description of any

permit, license, registration or.required authorization from the Board and further agrees
that it shall never conduct or engage in any activities in the State of Alabama which the
Board now or may in the future regulate.

3. The owners of Wells are correctly identified In the initia) applications for the
above Identified permits or any renewals thereto and said owners agree and

acknowledge they will not own in whole or part any entity which seeks any permit, license,

Page 1 of 4
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Respondent understands or was fully and completely informed of Respondent's right to due
process by an sttomnay of Respondent's choosing; that the Respondent fully understands those
rights; and that the Respondent lmowingly, voluntarily, and willingly agrees 1o waive those nghis
apd fo enter into this Agreed Order,

(C) The above information shall be reported 1o the Nalional Assosiatiop of Boards of
Phammacy ("NABP"), and iz subject to disclosure under the Kentucky Open Records Act.

§ 8 June 2017

“Scon GreentvEll, President Date
Kentucky Bourd of

&.&l’ .RL,»I ~SRAP O ppenivas Br?.v?b..ux

Wells Pharmacy Network LLC Date
Respondent

? 06/06/17
Calleen Stacy Shapiro Dale

Respondent’s Attorney
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COMMONWEALTH OF KENTUCKY
KENTUCKY BOARD OF PHARMACY
Casge No, 17-0171
IN RE: PERMIT NO. FL1685 HELD BY WELLS PHARMACY NETWORK LLC
Agreed Order
Come the parties, the Kentucky Board of Pharmacy ("the Board™), and Wells Phannacy

Network LLC (“Respondent™), and the parties baving been fully informed regardiog the matter
set forth berein, state as follows:
{I)  Pumsuant to Chapler 315 of the Keatucky Revised Statutes, the Board is authorized to
tegulste and control all matters related to pharmacists and pharmacies not delegsted ta another
agency of the Commonwealth. The matier herein bas.not been delegated to another agency of
the Commonweslth.
{2)  Respondent is an out-of-state phanmacy licensed purvuant to KRS 315.0351, having been
assigoed permit no, FL168S.
() {2 On or sbout June 21, 2016, Respondent submitted documentation thet it had
entered inte 8 Consent Order with the Arizona Board of Pharmacy on June 9, 2015; Respondent
suhmitted the comective schion it took as a result of the order. The Consent Order arvse from a
sterile compounding inspection conducted by the Arizona Board of Pharmacy on or sbowt
October 7 and 9, 2014, and the following violations were noted:

* Compounding technician exited and re-entered the ante room withoul regarbing;
same technician Iater observed in ante room without gloves or mask

*  Pharmacist failed 10 perform or document verification of components or weights
pricr to completion of finished preparation.

* Discrepanciss in complisnce with sterility, cadotoxin, and sterile filtration testing
rogults reconds.

* Standard operating procedurss were not cbserved for: patient coumseling,
sterilization, depyrogenation, and pharmacist preparmtion of the fimst formulation
of & complex preparation which is subscquently verified and approved by a
pharmacist,

® Random revicw of prescriptions revealed failure to: maintain proper
compounding records or quality assurance verification; document procedures for
obtaining testing samples; docement filter lot oumbetieapiration date and bubble
point testing in the compounding record; document the sampling plan for sterility/
endotoxin testing; and follow procedures/protocols for sterility and eadotoxin
testing sampling.

* Records end documentation discrepancies, SOP compliance, and problems with
testing/saropling/shipping procedures.

(b)  Onorsbout September 22, 2016, and pursuant to a joint investigation by the FDA
and Florida Boerd of Pharmacy, Respondent, “out of an abundance of caution,” tssued a
voluntary nationwide recall of all compoumded sterile prepamtions between February 22 -
September 14, 2016; 220 of 25,543 patients involved in the wvoluotary recall were From
Kentucky.

{c)  Respondent failed to disclose ity Arizons discipline within thirty (30) days as
required by KRS 315.121(3) and could be subject to suspension or revocation of its Kentucky
permit.

(4)  The Board and Respondest have agreed to address this matter by entering into this
Apreed Onder, in fieu of the fling of a formal Complaing

WHEREFORE, IT IS HEREBY AGREED AND ORDERED THAT:

(A) Respondent shall be fined $11,000,00 paysble by June 12, 2016. Respondent's check
shall be made payable lo the Kentucky State Treasurer and sent to the Kentveky Board of
Phamnacy, State Office Bldg., Annex, Ste. 300, 125 Holmes St., Frankfort, Kentucky 40601.

{B} By entering into this Agreed Order, Respondent expressly acknowledges that the
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IFICATE OF SERVICE

This Is {o certify that | have duly served the within fully executed STIPULATION
AND FINAL AGENCY ORDER upon all parties hereln by electronic means or by
depositing coples of same jn the United States mall, first class postage prepald, at
Denver, Colorado, this ﬁ'ﬂ%ﬁay of WlCL-Ul\ 2017, addressed as follows:

Wells Pharmacy Network, LLC

Atin: Diane Raum

1210 SW 33" Ave.

Ocala, FL 34474-2853

Emall: regulatoryaffairs@wellsrx.com

Victoria E. Lovato, Esq.
Silver & DeBoskey, P.C.
Emall: lovatov@s-d.com
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ACCEPTED AND AGREED BY

Respondent Pharmacy

a@ﬁ.éél‘”— /Se-\}? of’ agu.:.-'nms Dated: 03|31 'Zb 13
Authorized.Reprasentative / Title

Subscrlbed and swom {o before me in the County of P alp Beecy
State of _Flor e« , this 3!"" day of _Msrch , 2017,
by Kv'sdeoflher F.shyman , authorized representative

of Wells Pharmacy Network, LLC.
NOTARY PUBLIC
STATE OF FLORIDA y
Commd FF173681 é’&% 4 M

% )
Explres 11/4/2018 Notary Public

My commission explres: (1 | [ B3t
roiy ey

FINAL AGENCY ORDER

WHEREFORE, the within Stipulation and Final Agency Order Is approved,
accepted, and hereby made an Order of the Board.

Done and effective this \‘Buﬁay of _M%' 2017,

State Board of Pharmacy

BY:
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Respondent Pharmacy freely walves these rights, and acknowledges that such
walver Is made voluntarily in cons!deration for the Board's limiting the action taken
against Respondent Pharmacy to the sanctions imposed herein.

11.Acknowledaments. The undersigned Authorized Representaiive of Respondant
Pharmacy has read this Final Agency Order in Its entirety and acknowladges, after
having the opportunity to consult with legal counsel and/or choosing not to do so,
that Respondent Pharmacy understands the legal consequences and agrees that
none of the terms or conditions herein Is unconscionable, Respondent Pharmacy is
not relying on any statements, promises or representations from the Board other
than as may be contained In this Final Agency Order. Respondent Pharmacy further
acknowledges that [t s not entering Into this Final Agency Order under any duress.

12.]ptearation and Severability. Upon execution by all partles, this Final Agency
Order shall represent the entire and final agreement of and between the parties. In
the event any provision of this Final Agency Order is deemsd Invalid or
unenforceable by a court of law, it shall be severed and the remaining provisions of
this Final Agency Order shall be glven full force and effect.

13. Public Record. Upon executlon by all parties, this Final Agency Order shall be a
public record, maintained in the custady of the Board.

14. Board Order. This Final Agency Order shall become an order of the Board when it
Is accepted and signed by the Program Director or autharized Board representative.

15. Effective Date. This Final Agency Order shall become effective upon (a) malling by
first-class mail to Respondent Pharmacy at Respondent Pharmacy's address of
record with the Board, or (b) service by slectronic means on Respondent Pharmacy
at Respondent Phammacy’s elactronic address of record with the Board.
Respondent Pharmacy hersby consents to service by electronic means if
Respondent Pharmacy has an electronlc address on file wilh the Board.
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acts In any other state that would subject him or her to disciplinary action
in this state,

12-42.5-124. Disciplinary actions. (1) The board may deny or discipline
an applicant, licenses, or registrant when the board determines that the
applicant icensee, or ragistrant has engaged In activities that are grounds
for discipline.

TERMS OF DISCIPLINE

8. Letter of Admonition. This provision shall constitute a Letter of Admonition as sst
forth in Seclions 12-42,8-124(8)(a), C.R.S. Respondent is hereby admonished for
the acts and omisslons dascribed In the factual basis above. By entering this Order,
Respondent agrees to walve the rights provided by Section 12-42.5-124(6)(b),
C.R.8,, to contest this Letter of Admonition.

9. Other Regulrements. Respondent Pharmacy acknowledges and agrees that, as a
condition of this Final Agency Order, Respondent Pharmacy shall;

a.

b.

promptly pay all Respondent Pharmacy's own fees and cosls
assoclated with this Final Agency Order;

comply fully with this Final Agency Order; and

¢. comply fully with the Pharmacists, Pharmacy Businesses and

Pharmaceulicals Act, all Board rules and regulations, and any other
state and federal laws and regulations related to pharmacists and
pharmaceuticals in the State of Colorado.

10.Advisements and Waivers. Through its undersigned Authorized Representative,
Respondent Pharmacy enters Into this Final Agency Order freely and voluntarily,
after having the opportunity to consult with legat counse! and/or choosing not to do
so. Respondent Pharmacy acknowledges its understanding that it has the following

rights;
a.
bl

C.

to have formal notice of hearing and charges served upon It;
to respond to said formal nollce of charges;

to have a formal disciplinary hearing pursuant to §§12-42.5-123 and
12-42.5-124, CR.S.; and

to appeal this Final Agency Order.
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a. Observation of a technician exiting and re-entering the ante room without
re-garbing and later observation of the same techniclan working in the
ante room without gloves or a mask.

b. The pharmacist in the general compounding area was not parforming or
documenting a verification of the components or weights prior to the
completion of the finished product.

c. There were discrepancies with compllance with sterility, endotoxin, and
sterile filtration testing results records.

d. A review of ten (10) random prescription orders from the Arizona report
revealed a fallure to malntain proper compounding records of quality
assurance verification, documentation of procedures for obtalning samples
for testing, documentation of filter lot number/expiration date and bubble
point testing in the compounding recard, documentation of the sampling
plan for sterlity/endotoxin tesfing, and fallure to follow proper
proceduras/protocols for sterility and endotoxin testing sampling.

8. Discrepanclas were noted regarding the records, documentation,
compliance, standard operating procedures, testing procedures, sampling
pracedures, and shipping procedures invalving six (8) prescriptions.

7. Respondent Pharmacy admits that its conduct, as set forth above, constitutes
violations of the following sections of the Colorade Revised Statutes and provides
ground for disciplinary action agalnst Respondent Pharmacy’s Colorado reglstration
as & prescription drug outlet:

Colorado Revised Statutes
12-42.5-123. Unprofesslonal conduct - grounds for discipline.

(1) The board may suspend, revoke, refuse to renew, or otherwise
discipline any license or registration Issued by It, after a hearing held in
accordance with the provisions of this section, upon proof that the licensee
or registrant;

(c) Has violated:

(1) Any of the provisions of this Article, Including commission of an
act declared unlawful in section 12-42.5-126;

(ll) The lawful rules of the board][.]

{g) Had had his license or her license to practice pharmacy in another
state revoked or suspended, or is otherwise disclplined or has committed
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BEFORE THE STATE BOARD OF PHARMACY
STATE OF COLORADO
Case No. 2015-2415

STIPULATION AND FINAL AGENCY ORDER

IN THE MATTER OF DISCIPLINARY PROCEEDINGS REGARDING THE NON-
RESIDENT PRESCRIPTION DRUG OUTLET REGISTRATION IN THE STATE OF
COLORADO OF WELLS PHARMACY NETWORK, REGISTRATION NO. OSP 6079,

Respondent Pharmacy.

IT IS HEREBY STIPULATED AND AGREED by and between the Colorado State
Board of Pharmacy (‘Board”) and Walls Pharmacy Network, LLC (“‘Respondent
Pharmacy”) to resolve all matters pertaining to Board Case Number 2015-2415, as
follows:

FINDINGS AND CONCLUSIONS

1. The Board has jurisdiction over Respondent Pharmacy, Its registration as a non-
resident prescription drug outlet, and the subject matier of this Stipulation and Final
Agency Order (“Final Agency Order') pursuant to the Pharmacisits, Pharmacy
Businesses, and Pharmaceuticals Act at Title 12, Article 42.5, C.R.S. (2016).

2. Respondent Pharmacy was originally registered In the State of Colorado on or about
August 8, 2012, being issued registration number OSP 6079, and has been so
registered at all times relevant to this disciplinary action.

3. Respondent Pharmacy's address of record with the Board and current location is
1210 SW 33" Ave., Ocala, Florida 34474-2853.

4. Respondent Pharmacy admits these findings and hereby walves any further proof in
this proceeding before the Board regarding the following facts.

5. On June 9, 2015, Respondent Pharmacy entered into a Consent Order with the
Arizona Board of Pharmacy due to deficlencies found during the course of an
October 2014 inspection condustad by the Arizona Board,

6. Some of the deficiencies outlined in the Oclober 2014 inspection, as delailed below,
would be grounds for discipline in Colorado under Board Rule 21.00.00:
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STATE OF ALASKA
DEPARTMENT OF COMMERCE, COMMUNITY, AND ECONOMIC DEVELOPMENT
DIVISION OF CORPORATIONS, BUSINESS AND PROFESSIONAL LICENSING
BEFORE THE BOARD OF PHARMACY

IMPOSITION QF CIVIL FINE
Case # 2016-001006

Wells Pharmacy Network, LLC, admits and agrees the Alaska Board of Pharmacy (Board) has
jurisdiction over the subject matter of their license in Alaska and over this Imposition of Civil Fine.

1. On June 9, 2014, Wells Pharmacy Network submitted a Biennial Qut-of-State Pharimacy
License Renewal for Alaska License # PHAO1183.

2. Wells Pharmacy Network neglected to reveal derogatory information concemning criminal
convictions of employees, as well as disciplinary action of an employee.

3. On May 10, 2016, Wells Pharmacy Network submitted a Biennial Out-of-State Pharmacy
License Renewal for Alaska License # PHAO1183.

4. Wells Pharmacy Network ncglected to reveal derogatory information conceming a 2014
disciplinary action by the Maine Board of Pharmacy for failure to notify the Board of the
Pharmacist-In-Charge change as required. Wells Pharmacy also failed to disclose criminal
convictions of employees.

5. Wells Pharmacy Network admitted an error in failing to disclose criminal convictions and
disciplinary actions of the pharmacy and employces,

Wells Pharmacy Network admits that as a result of these facts, grounds exist for possible denial of
licensure or other disciplinary sanctions of their license pursuant to AS 08.01.075, AS 08.80.260(a)(1),
and 12 AAC 52.920(a)(13). Wells Pharmacy Network is agreeing to this Imposition of a Civil Fine of
one thousand dotlars ($1,000) in cash, certified check, or money order payable to the “State of
Alaska™ within ninety (90) days afier this Imposition of Civil Fine is accepied by the Board,

Wells Pharmacy Network has the right 10 consult with an attorney and a right to an administrative
hearing on the facts in this case, Wells Pharmacy Network understands and agrees by voluntarily

signing this Imposition of Civil Fine, Wells Pharmacy Network is waiving their rights to counscl and
to a hearing on this matter,

[ 12/28/16
For Wells Pharinacy Network, LLC Date
Colleen S. Shapiro, Secretary

Authorized Representative Name / Title
ORDER
The Alaska Board of Pharmacy hereby adopts the Imposition of Civil Fine in this matter. The

Board has determined that this is a technical violation of professional licensing statutes and regulations
not related to the delivery of patient care and, therefore, this matter can be resolved with a civil fine.

This Imposition of Civil Fine takes effect immediately upon signature of this Order in accordance
with the approval of the Board.

30 2o\l
DATED this Lf day of Mﬂ\’y , 2046, at A‘m.lau.-.’, ¢ , Alaska,
BOARD OF PH Y
7
k By: C/"’Z%’,
AMK Board Chéir

IMPOSITION OF CIVIL FINE and ORDER
Wells Phanmnacy Network, LLC
2016-001006
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of Legal Services and Compliance for further proceedings. In the event that the Stipulation is
not accepted by the Board, the parties agree not to contend that the Board has been prejudiced or
biased in any manner by the consideration of this attempted resolution.

6. The parties to this Stipulation agree that the attorney or other agent for the
Division of Legal Services and Compliance and any member of the Board ever assigned as an
advisor in this investigation may appear before the Board in open or closed session, without the
presence of Respondent or Respondent’s attorney, for purposes of speaking in support of this
agreement and answering questions that any member of the Board may have in connection with
deliberations on the Stipulation. Additionally, any such advisor may vote on whether the Board
should accept this Stipulation and issue the attached Final Decision and Order.

7. Respondent is informed that should the Board adopt this Stipulation, the Board's
Final Decision and Order is a public record and will be published in accordance with standard
Department procedure.

8. The Division of Legal Services and Compliance joins Respondent in
recommending the Board adopt this Stipulation and issue the attached Final Decision and Order.

. 41

Wells Pharmacy Network LLC, Respondent Date
Melissa Stefko

1210 SW 33" Avenue

Qcala, FL 34474

License no. 805-43

7-2/-17

Date

Division of Legal Services and Compliance
P.O. Box 7190
Madison, WI 53707-7190

Tmucmg #+ Pavyment. EVEUEY 192550 §
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STATE OF WISCONSIN
BEFORE THE PHARMACY EXAMINING BOARD

IN THE MATTER OF DISCIPLINARY
PROCEEDINGS AGAINST
STIPULATION
WELLS PHARMACY NETWORK LLC,
RESPONDENT.

QQ05 454

Division of Legal Services and Compliance Case No. 16 PHM 159

Respondent Wells Pharmacy Network LLC., and the Division of Legal Services and
Compliance, Department of Safety and Professional Services stipulate as follows:

1. This Stipulation is entered into as a result of a pending investigation by the
Division of Legal Services and Compliance. Respondent consents to the resolution of this
investigation by Stipulation.

2. Respondent understands that by signing this Stipulation, Respondent voluntarily
and knowingly waives the following rights:

o the right to a hearing on the allegations against Respondent, at which time the State has
the burden of proving those allegations by a preponderance of the evidence;

» the right to confront and cross-examine the witnesses against Respondent;

» the right to call witnesses on Respondent’s behalf and to compel their attendance by
subpoena;

« the right to testify on Respondent’s own behalf:

o the right to file objections to any proposed decision and to present briefs or oral
arguments to the officials who are to render the final decision;

¢ the right to petition for rehearing; and

» all other applicable rights afforded to Respondent under the United States Constitution,
the Wisconsin Constitution, the Wisconsin Statutes, the Wisconsin Administrative Code,
and other provisions of state or federal law.

3. Respondent is aware of Respondent’s right to seek legal representation and has
been provided an opportunity to obtain legal counsel before signing this Stipulation.

4. Respondent agrees to the adoption of the attached Final Decision and Order by
the Wisconsin Pharmacy Examining Board (Board). The parties to the Stipulation consent to the
entry of the attached Final Decision and Order without further notice, pleading, appearance or
consent of the parties. Respondent waives all rights to any appeal of the Board's order, if
adopted in the form as attached.

5. If the terms of this Stipulation are not acceptable to the Board, the parties shall not
be bound by the contents of this Stipulation, and the matter shall then be returned to the Division



2. Respondent Wells Pharmacy Network LLC, is REPRIMANDED.

3. Within ninety (90) days from the date of this Order, Respondent Wells Pharmacy
Network LLC, shall pay COSTS of this matter in the amount of 468.00.

4. Payment of costs (made payable to the Wisconsin Depariment of Safety and
Professional Services) shall be sent by Respondent to the Department Monitor at the address
below:

Department Monitor
Division of Legal Services and Compliance
Department of Safety and Professional Services
P.O. Box 7190, Madison, WI 53707-7190
Telephone (608) 267-3817; Fax (608) 266-2264

DSPSMonitoring@wisconsin.gov

5. In the event that Respondent violates any term of this Order, Respondent’s out-of-
state pharmacy license (no. 805-43) in the state of Wisconsin, may, in the discretion of the Board
or its designee, be SUSPENDED, without further notice or hearing, until Respondent bas
complied with the terms of the Order. The Board may, in addition and/or in the alternative refer
any violation of this Order to the Division of Legal Services and Compliance for further
investigation and action.

6. This Order is effective on the date of its signing.
WISCONSIN PHARMACY EXAMINING BOARD

by 91/ 7

Member of ##e Board Date =
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3. On September 27, 2016, Respondent entered into a voluntary agreement (FL
Agreement) with the State of Florida, Department of Health (FL Board) to restrict practice of
sterile compounding, which states in part as follows:

a. Respondent shall immediately cease compounding sterile products, and
cease dispensing or shipping sterile products it has previously
compounded;

b. Respondent agreed with the United States Food and Drug Administration
(FDA) to cease sterile compounding until necessary corrective actions can
be implemented to address the FDA's alleged concerns;

C. Respondent shall, under separate cover, submit to the Florida Board each
of the corrective actions taken as well as any subsequent testing
confirming the corrective actions to successfully resolve and address the
FDA’s alleged concemns and demonstrate compliance with the Florida
Administrative Code; and

d. Respondent shall give the FL Board 72-hour advance notice of its inteat to
resume sterile compounding,

4. The FL Agreement of Respondent with the FL. Board was based on the allegation
that Respondent may have compounded sterile products without being in compliance with the
standards of practice for compounding sterile products per Florida Administrative Code.

3. On November 4, 2016, the restrictions on Respondent’s Florida license were
lifted.

6. In resolution of this matter, Respondent consents to the entry of the following
Conclusions of Law and Order.,

CONCLUSIONS OF LAW

1. The Wisconsin Pharmacy Exarnining Board has jurisdiction to act in this matter
pursuant to Wis. Stat. § 450.10(1), and is authorized to enter into the attached Stipulation
pursuant to Wis. Stat. § 227.44(5).

2. By the conduct described in the Findings of Fact, Respondent engaged in
unprofessional conduct as defined by Wis. Admin. Code § Phar 10.03(17), by having been
subject to other disciplinary action by the State of Florida Board of Pharmacy.

3. As a result of the above violations, Respondent is subject to discipline pursuant to
Wis. Stat. § 450.10(1)(b)1.

ORDER

1. The attached Stipulation is accepted.
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STATE OF WISCONSIN
BEFORE THE PHARMACY EXAMINING BOARD

IN THE MATTER OF DISCIPLINARY

PROCEEDINGS AGAINST
FINAL DECISION AND ORDER
WELLS PHARMACY NETWORK LLC, :
RESPONDENT. : B u Q 5 45 [‘_

Division of Legal Services and Compliance Case No. 16 PHM 159
The parties to this action for the purpose of Wis. Stat. § 227.53 are:

Wells Pharmacy Network LLC
1210 SW 33" Avenue
Ocala, FL 34474

Wisconsin Pharmacy Examining Board
P.O. Box 8366
Madison, WI 53708-8366

Division of Legal Services and Compliance
Department of Safety and Professional Services
P.O. Box 7150

Madison, WI 53707-7190

The parties in this matter agree to the terms and conditions of the attached Stipulation as
the final disposition of this matter, subject to the approval of the Pharmacy Examining Board
(Board). The Board has reviewed this Stipulation and considers it acceptable.

Accordingly, the Board in this matter adopts the attached Stipulation and makes the
following Findings of Fact, Conclusions of Law and Order.

FINDINGS OF FACT

1. Respondent Wells Pharmacy Network LLC, is licensed in the state of Wisconsin
as an out-of-state pharmacy, having license number 805-43, first issued on August 9, 2012, and
current through May 31, 2018. Respondent’s most recent address on file with the Wisconsin
Department of Safety and Professional Services (Department) is 1210 SW 33" Avenue, Ocala,
Florida 34474.

2. Respondent is an out-of-state pharmacy located in Ocala, Florida.
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THLREBY CERTIFY that on ihn. £
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ClL. Rl‘ll LA'II (W@ICF
“day of 2017, 1 caused 10 be served a true

and correct copy of the foregoing lePULATION AND CONSENT ORDER by the following

method to:

Jed W, Manwaiing

Christy A. Kaes

Evans Keane, LLP

1161 West River Street, Suite 110
Boise, I 83702

Steven L Olsen

Deputy Attorney General
Civil Litigation Division
P. O. Box 83720

Boise, 1D 83720-0010

STIPULATION AND CONSUNT ORDER

(U.S. Mail

[]Hand Delivery

[x]Certified Mail, Return Receipt Requested
[ JOvernight Mail

CIracsimile:

(JU.S. Mail

[_JHand Delivery

[_JOvernight Ma!

[“IFaesimile:

BJEmail:  steven.olsen@ag.idaho.gov
colleen funk@ag.idaho.gov

v,am%m

Llilen Mitchell
fnvestigations Suppurl Coordinator
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ORDER
Pursuant 1o Idaho Code § 54-1728 and § 37-2718, the Idaho Board of Pharmacy hereby
accepts the terms and conditions of the foregoing Stipulation and Consent Order, and it is hereby

ordered that Respondent comply with said terms and conditions.

DATED this fbiﬁ dayof (Jchvbtie 2017,

Nicole Chopski, PharinD

Board Chair

STIPULATION AND CONSENT ORDER - 12
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f concur in this stipulation and order and recommend that the Board adopt the same,

DATED this 17 day of . 2017.

STATE OF IDAHO
OFFICE OF THE ATTORNEY GENERAL

STIXVEN L. OLSEN
Deputy Attomey General

I also concur in this stipulation and order and recommend the Board adopt the same.

fo
DATED this ___m day of Oo{\y . 2017

iDATO BOARD OF PHARMACY

By s OMQ ai[mb

Alex J, Adabds. PharmD, MPH
Executive Director

STIPULATION AND CONSENT ORDER -l
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DaTeD this §& " day of " ¢ men L2017,
WELLS PHARMACY NETWORK, LLC

By: _Lr(.cu. J JID:.:.

feiene D Tog
hs: D uts sy
Authorized Representative for Respondent

DATED this _/L day of 055—'@'—-'_ 22017,

EVANS KEANE, LLP

Jed WManwaring
Anomcys for Respondent

[The remainder of this page is intentionally blank.}
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submitted to the Board. .

6, In the event this Stipulation is rejected by the Board, Respondent waives any right
it may have to challenge the Board’s impartiality to hear the allegations in any subsequent
administrative action based on the fact that the Board has considered and rejected this Stipulation.

7. Respondent understands the Board shall have the right 1o make full disclosure of
this Stipulation and Consent Order to any state, agency or individual requesting information
subject to uny applicable provisions of the [daho Public Records Act, title 9, chapter 3, Idaho Code.

8. Respondent understands this Stipulation and Consent Order is the resolution of a
contested case and is o public record,

9, This Stipulation contains the entire agreement between the parties, and Respondent
is not relying on any other agreement or representation of any kind, verbal or otherwise.

10.  This Stipwlation shall be presented to the Board with a recommendation for
approval from the Executive Director of the Board and the Deputy Attorney General responsible
for prosecution before the Board at the next regularly-seheduled meeting of the Board.

1. Except for Paragraph E.6., which becomes effective when Respondent signs this
Stipulation, this Stipulation shall not become effective unti! it has been approved by a majority of
the Board, and a Board member executes the attached Order incorporating this Stipulation.

12, Subsequent to the Board exccuting this Stipulation and Consent Order below, the
Boaid shall not pursue an administrative complaint or disciplinary action against Respondent for

any alleged violations predating the date of the Board’s execution.

STIPULATION AND CONSENT ORDER -9
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L. ACKNOWLEDGMENTS AND WAIVER OF RIGHTS

Respondent, by signature of its authorized representative hereto, hereby acknowledges the
{ollowing:

1. Respondent understands these allegations constitute cause for disciplinary terms
upon its license. Respondent agrees the Board has jurisdiction to procecd in this matter with its
consent s indicated by signature on its behalf hereto.

2. Respondent has read the above Stipulation fully and has had the opportunity to
discuss it with legal counsel. Respondent understands and acknowledges that by its terms it is
waiving certain rights provided under Tdaho law.

3 Respondent understands that it has, among other rights, the right to a full and
complete hearing; the right 1o confront and cross-examine witnesses: the right to present evidence
ar to call wilnesses, or 1o so testify on its own behalf; the right o reconsideration; the right to
uppeal this matter 1o district court; and all rights provided by the Idaho Administrative Procedure
Actand the laws and rules governing the practice of pharmacy in Idaho. Respondent hereby freely
and voluntarily waives these rights, without further process, in urder to enter into this Stipulation
as a resolution of the alicgations contained herein.

4. Respondent understands that in signing this Stipulation, it is enabling the Board to
impose disciplinary terms upon its license as set forth in Section C without further process.

3. Respondent understands the Board may approve this Stipulation as proposcd,
approve it subject to specified changes, or reject it. Respondent understands that, if approved as
proposed, the Board will execute and issue this Stipulation and Consent Order according to the
aforementioned terms, and Respondent hereby agrees to the above Stipulation for settlement. 1f
the Board rejects Lhis proposed Stipulation and Consent Order, this Stipulation and Consent Order

will not have any effect and a new proposed Stipulation and Consent Order may be proposed and

STIPULATION AND CONSENT ORDER -8

433



4, Upon receipt of [ull payment of the agreed-upon fine herein, the Board shall move
for dismissal of the Amended Administrative Complaint filed in the pending administrative action.
Each party shall bear its own attorneys’ fees and costs incurred in the course of prosecuting or
defending the administrative action.

5. Failure to comply with any of the terms of this Stipulation and Consent Order may
result in additional action being taken against Respondent’s mail service pharmacy license.

0. All costs associated with Respondent’s compliance with the terms of this
Stipulation and Order shall be borne solely by Respundent.

D. COMPLIANCE WITH STIPULATION AND CONSENT ORDER

1. The Board has autharity to enforce compliance with the terms and conditions of
this Stipulation. By signing this Stipulation, Respondent waives its ability to challenge the Board’s
lack of authority to enforce compliance on appeal to a district court. 1f there is reason to believe
Respondent has violated any of the terins or conditions of this Stipulation, the Executive Director
of the Board shall file an administrative complaint, setting forth the allegations of non-compliance
and notifying Respondent, and its attorney, if applicable, that Respondent may request a hearing
regarding the allegations of non-compliance. [ Respondent docs not request a hearing on the
administrative complaint, any allegations of non-compliance will be deemed admitted.

2, H Respondent [ails to comply with this Stipulation, Respondent’s license may be
subject to further discipline, up to and including suspension or revocation. Therefore, the Board
retaing jurisdiction over this proceeding until all matters are finally resolved as set forth in this
Stipulation. Any action taken by the Board to enforce compliance with this Stipulation shall be in
accordance with this section.

3. Any additional costs and/or attorney fecs incurred by the Board in any enforcement

action shall be barne solely by Respondent.

STIPULATION AND CONSENT ORDER -7
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L. Pursuant to Idaho Code § 37-2723, no person shall fill, compound or dispensc a
prescription for u controlled substance unless it is in compliance with applicable federal
law; including but not limited to Title 21, Chapter 13, U.S. Code, and 21 C.F.R. §
1306.04(a).

7. Respondent, in liew of proceeding with a formal disciplinary hearing, hereby
stipulates that the Board may enter a final order against its license as set forth in Section C below.
By entering this stipulation, Respondent is nol admitting to any violations or wrongdeing but rather
simply secks a settlement with compliance of the Board's demunds going forward.

C. STIPULATED SETTLEMENT

1. The Board has authority pursuant to 1daho Code § 54-1728(c) to impose conditions
restriciing Respondent’s hicense, and pursuant to § 54-1728(M) to impose administeative fines nol
to exceed $2,000 per violation, plus attorneys’ fees and administrative costs. Respondent agrees
to pay the Board $10,000 for the alleged violations outlined above in Section B(6). This fine shall
become due unly ufier the Bourd approves and execules the Order incorporating this Stipulation
and shall be paid to the Board within 180 days of the date the Order is executed.

2. Going forward from the date the Order incorporating this Stipulation is cxccuted,
Respandent shall verify the appropriate Idaho medical or prescriber licenses and controlled
substance registrations for all prescribers issuing preseriptions to Idaho residents. Docurnentation
of such veritications shall be retained by Respondent for two years from the date they are obtaincd
and shull be provided to the Board upon its written request,

3. Respondent shal! designate n representative of its management to whom the Board
should direct its communications and inquiries and who will be responsibie for responding to such
inquiries. This representative shall be designated in writing within thirty duys of the date the Order

ncorporating this Stipulation is executed.

STIPULATION AND CONSENT ORDER -6
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laws and rules of the state of Idaho. Respondent denies these allegations and contends that: it
requires prescriber-physicians to comply with all state and (ederal statutes; it cannot interfere with
the patient-physician relationship; and the Board should seek to adminisiratively discipline the
physicians if they arc in violation rather than vicariously seek to punish the Respondent pharmacy
which has no control over the physician’s license and relationship with patients.

6. The Board has authority and jurisdiction to discipline violations of the laws and
rules governing the practice of pharmacy and controlled substances in the state of Idaho as follows:

a. Pursuant to Idaho Code §§ 54-1726(1) and 54-1728(1). the Board may suspend,

revoke or restrict the license or registration of any person, and may impose an

administrative fine and collect the costs of prosecution, upon the grounds of unprofessional

conduct as defined by Board rule, or the grounds of violation of any provision of Title 54;

Chapter 17;

b. Pursuant o IDAPA 27.01.01.501, the Board may suspend, rcvoke or restrict the

registration of an individual on one or more of the grounds provided in [daho Code § 54-

1726,

C. Pursuant to IDAPA 27.01.01.500.01, negligence and dishonest dealings constitute

unethical conduct;

d. Pursuant to IDAPA 27.01.01.500.04, supplying or diverting drugs, biologicals, and

other medicines, substances, or devices legally sold in pharmacies that allows for the

circumvention of Jaws pertaining to the legal sale of these articles constitutes diversion of

drug products;

e. Pursuant 10 ldaho Code § 54-1733(5)(b), to knowingly dispense a legend drug

pursuant to an invalid prescription drug order is a violation of this chapter;

STIPULATION AND CONSENT ORDER =3
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Enforcement Agency (“DEA™) registration for controlled substances in Idaho. (n addition, V.D,
has been disciplined by the Idaho Board of Mcdicine for treating and prescribing to Idaho residents
in violation of the Idaho Telehcalth Access Act.

4, Respondent issued prescription drugs, including Schedule [11 controlled substances,
under which the Board alleges were invalid prescriptions, These allegations arc based upon the
Board's position that the prescriptions were invalid because they were issued by physicians who
claimed 10 be treating patients via telehealth but were not complying with the Idaho Telehealth
Access Act, Title 54, Chapter 56, Idaho Code, nor complying with United States Code, Title 21,
Section B02(54). Specilically. the Board alleges that: Idaho Code § 54-5703(4) requires telehealth
providers to be licensed in the state of ldaho; idaho Code § 54-5707(1) requires tclehealth
providers to have an cstablished provider-patient relationship in order to issue prescription drug
orders; and 21 LS.C. § B02(54) requires telemedicine providers 1o possess a DEA controlled
substance registration and a state controlled substance registration in the stute where the patient is
located. The Respondent denies these allegations and contends that: it requires prescriber-
physicians to comply with ali state and federal statutes; Idaho Code §54-5703(4) is ambiguous as
to whether it requircs physicians practicing telemedicine to be licensed in Idaho: and that all
physicians requesting prescriptions from Respondent have a DEA controlled substance
registration,

5. The Board alleges that Respondent had a duty to confirm the validity of the
prescriptions it filled for the patients of its associated physicians. Specifically, the Board alleges
that: Respondent [ailed to verify the information provided lo it by its associated physicians with
regard to (1) those physicians’ licensing status in the states in which they prescribed drugs and
controlled substunces; (2) the patient-physician relationships that must cxist; and (3) whether the

actions taken by the physicians in treating their patients via telehealth complied with upplicable

STIPULATION AND CONSENT ORDER -4
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b. Patient M.H. received ten prescriptions for Schedule 1II controlled
substances from three prescribers located in Florida, only one of whom was licensed 10
practice medicine in Idaho, none of whom were registered for controlled substances in
[daho. The Board alleges that: Patient M.H. did not have an existing relationship with the
prescribers; and had no face-to-face interaction with the prescribers. Patient M.H. did not
have any contact with Respondent other than receiving the prescribed medications by mail.

C. Patient. B.M. received cight preseriptions for Schedule 111 controlled
substances from two prescribers located in Maine and California, neither of whom were
licensed to practice medicine nor registered for controlled substances in Idaho. The Board
alleges that: Patient did not have an existing relationship with the prescribers; had no face-
to-face interaction with the preseribers; and he had no telephone interaction with the
prescribers, only with a represcntative. Respondent denies these allegations. Patient B.M.
did not have any contact with Respondent other than receiving the prescribed medications
by mail,

d. Patient R.W. received five prescriptions for Schedute {1 controlled
substances from three prescribers located in Florida and Virginia, none of whom were
licensed o practice nor registered for controlled substances in the state of Idaho, The Board
alleges that: Patient R.W. did not have an existing relationship with the prescribers and had
no [ace-to-face interaction with the prescribers, but did speak with two of them by
telephone.  Respondent denies these allegations. Patient R.W. did not have any contact
with Respondent other than receiving the prescribed medicalions by mail.

3. In the course of its investigation of Respondent, the Board also found that at least
one of Respondent’s prescribers, V.D., is a licensed medical provider in the state of [daho but does

nol have a valid Idaho Board of Pharmacy Controlled Substance Registration, nor a federal Drug

STIPULATION AND CONSENT ORDER -3



B. STIPULATED FACTS

1 In March 2015, Board staff reviewed its Prescription Monitoring Program (“PM P™
and became concerned about Respondent’s activity. In July 2016, Board statf prepared and
reviewed a PMU dispensing report regarding Respondent for the time period of April 4, 2014,
through July 5, 2016. This PMP dispensing report showed medications prescribed to Idahe
residents by medical providers located in Arizona, California, Florida, lllinois, Maine,
Massachusetts, and Virginia,

2. The Board requested and timely received prescription records from Respondent’s
Director of Quality Assurance. Board stafl’s review of the provided records revealed thal
Respondent issued prescription drups to at least four residents of the state of Idaho which were the
result of patient-doctor “Telehealth Service” consultations in which the prescriber/doctor was not
licensed in ldaho. The Board alleges that these prescriber-doctors not licensed in Idaho was a
violation of 1dahe Code §54-5703(4), which interpretation of ssid statute, Respondent denies as
not being clear in the stalute’s wording.  Regardless, the Board alleges that these prescriptions
were filled by Respondent in violation of Idaho Code, Title 54, Chapter 57 (the 1daho Telehealth
Access Act), as follows:

a. Patiemt D.D. rceeived six prescriptions for Schedule 11 controlled
substances from two prescribers located in Maine and California, neither of whom were
licensed to practice medicine nor registered for controlled substances in Idaho. The Board
alleges that: Patient D.D. did not have an existing relationship with the prescribers; had no
tace-to-face interaction with the prescribers; and had no telephone interaction with the
prescribers, only with a representative. Respondent denics these allegations. Paiient D.DD.
did not have any contact with Respondent other than emails and receiving the prescribed

medications by mail.

STIPULATION AND CONSENT ORDER g
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BEFORE THE BOARD OF PHARMACY

STATE OF IDAHO
In the Matter of the License and Registration of: )
) Casc No. BOP 16-071
)
WELLS PHARMACY NETWORK, LLC, ) STIPULATION AND
Mail Service Pharmacy License No. 19765MS, ) CONSENT ORDER
)
Respondent. )
)

WHEREAS, information has been received by the Idaho Board of Pharmacy (“Board™)
that constitutes sufficient grounds for administrative action against Welis Pharmacy Network, LLC
(*Respondent™); and

WHEREAS, the parties wish to expeditiously settle this matter in lieu of proceeding to an
administrative hearing before the Board.

NOW, THEREFORE, it is hereby stipulated and agreed between the Board and
Respotdent that this matter shall be settled and resoltved upon the following terms:

A. JURISDICTION OF THE BOARD

1. The Board may regulate the praciice of pharmacy in the state of Idaho in accordance
with title 54, chapter 17, Idaho Code. The Board is further empowered by title 37, chapter 27,
Idaho Code, to administer the regulating provisions of the Uniform Controlied Substances Act in
the state ol Idaho.

2. Respondent has been an active licensee of the Board since Septernber 2012 and
currently holds Mail Service Pharmacy License No. 19765MS. Respondent's license is subject to
the pravisions of title 54, chapter 17, Idaho Code, title 37. chapter 27, Idaho Code, and the Board’s

rules promulgated at IDAPA 27.01.01, et seq.

STIPULATION AND CONSENT QRDER
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Pursuant to Sections 67-5270 and 67-5272, Idaho Code, if this preliminary order becomes final,
any party aggrieved by the final order or orders previously issued in this case may appeal the
final order and all previously issued orders in this case to district court by filing a petition in the
district court of the county in which a hearing was held; the final agency action was taken; the
party sceking review of the order resides, or operates its principal place of business in Idaho, or;
the real property or personal property that was the subject of the agency action is located.

This appeal must be filed within twenty-cight (28) days of this preliminary order becoming final.
See Section 67-5273, Idaho Code. The filing of an appeal to district court does not itself stay the
effectivencss or enforcement of the order under appeal.

* kK ok ok ok & ok ok ok ok ok ok %

CERTIFICATE OF SERVICE
I HEREBY CERTIFY that on this 6th day of November, 2017, 1 caused to be served a
true and correct copy of the foregoing by the following method to:

Jed Manwaring [] U.S. Mail
EVANS KEANE LLP (] Hand Delivery
1161 W. River St.. Suite 100 [ ] Eacsimile:

PO Box 959 Email

Boise, ID 83701

imanwaring/@evanskeane.com
ckaes @evanskeane.com

Steven Olsen
Deputy Attorney General Hand Delivery
Civil Litigation Division *acsimile:

PO Box 83720 Email

Boise, ID 83720

steven.olsen@ag.idaho.poy

U.S. Mail

NN

Alex J. Adams
Executive Director

O

U.S. Mail
Hand Delivery

Idaho Board of Pharmacy “acsimile:
ail

(]
T RE

1199 Shoreline Ln., Suite 303
Boise, 1D 83702

alex.adams@bop.idaho.gov

EEVERSPARALEGAL

FAIR HEARINGS UNIT

PRELIMINARY ORDER — Page 3 of 3
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IT IS SO ORDERED.
DATE: November 6, 2017.

STATE OF IDAHO
OFFICE OF THE ATTORNEY GENERAL

BYW/

LINCOLN STRAWHUN
HEARING OFFICER

ok ok ko h ok ok ok ok Kk K % %

PRELIMINARY ORDER (IDAPA 04.11.01.730):

This is a preliminary order of the hearing officer. It can and will become final without further
action of the agency unless any party petitions for reconsideration before the hearing officer
issuing it or appeals to the hearing officer's superiors in the agency. Any party may file a motion
for reconsideration of this preliminary order with the hearing officer issuing the order within
fourteen (14} days of the service date of this order. The hearing officer issuing this order will
dispose of the petition for reconsideration within twenty-one (21) days of its receipt, or the
petition will be considered denied by operation of law. Idaho Code 67-5243(3).

Within fourteen (14) days after (a) the service date of this preliminary order, (b) the service date
of the denial of a petition for reconsideration from this preliminary order, or (¢) the failure within
twenty-one (21) days to grant or deny a petition for reconsideration from this preliminary order,
any party may in writing appeal or take exceptions to any part of the preliminary order and file
briefs in support of the party's position on any issue in the proceeding to the agency head (or
designee of the agency head). Otherwise, this preliminary order will become a final order of the
agency.

If any party appeals or takes exceptions to this preliminary order, opposing partics shall have
twenty-one (21) days to respond to any party's appeal within the agency. Written brie(s in
support of or taking exceptions to the preliminary order shall be filed with the agency head (or
designee). The agency head (or designee) may review the preliminary order on its own motion.

1f the agency head (or designee) grants a petition to review the preliminary order, the agency
head {or designee) shall allow all parties an opportunity to file briefs in support of or taking
exceptions to the preliminary order and may schedule oral argument in the matter before issuing
a final order. The agency head (or designee) will issue a final order within fifty-six (56) days of
receipt of the written briefs or oral argument, whichever is later, unless waived by the parties or
for good cause shown. The agency head (or designee) may remand the matter for further
evidentiary hearings if further factual development of the record is necessary before issuing a
final order.

PRELIMINARY ORDER - Page 2 of 3



LAWRENCE G. WASDEN
ATTORNLEY GENERAL

S. KAY CHRISTENSEN
CHIEF OF CONTRACTS AND ADMINISTRATIVE LAW

LLINCOLN STRAWHUN, ISB #8925
REBECCA OpHUS, ISB #7697
Deputy Attorneys General

Fair Hearings Unit

Contracts and Administrative Law
Officc of the Attorney General
954 W, Jefferson, 2™ Floor

P. 0. Box 83720

Boise, ID 83720-0010
Telephone: (208) 334-4535
Fax: (208) 854-8070

BEFORE THE BOARD OF PHARMACY STATE OF IDAHO

In the Matter of the License of:

WELLS PHARMACY NETWORK, LLC
Mail Service Pharmacy License No. 19765MS

Respondent.

R e i i S g ST S g

Cuse No. BOP 16-071

PRELIMINARY ORDER

Per IDAPA 04.11.01.280, the above appeal is resolved, without a hearing on the merits of

the appeal, by a Stipulation and Consent Order between the partics. The stipulation is attached

(Exhibit A) and incorporated into this Order.

PRELIMINARY ORDER — Page 1 of 3
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GARY R._HER BERT
Governm

SPENCER 1.COX |
Lieutenant Governor |
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Department of Commerce

Division of Occupational and Professional Licensing

FRANCINE A, GIAN{ MARK B. STEINAGEL
Execunve Director Division Direcror

Date: \’\\0'7’0%

Dear Respondent,

You have been ordered 1o pay a fine to the Division of Occupational and Professional Licensing:

Your fine of l(dm‘ is due q/“’gzm% *
Your case number is DOPL- 2“\%/ \(7 \Nc"\/(f ?MKij N'BTWQ"\L M/{-*

*If you are unable to pay the fine as indicated in your Order or your Order indicates other
arrangernents, vou must contact me or my co-worker Carol Inglesby withinten (10) days from
the date of this letter. No special considerations will be granted for failure to contact us within
the ten (10) day limit.

Make check(s) payable tc DOPL and remit to:

DOPL

Attn: Disciplinary Files

P O Box 146741

Salt Lake City UT 84114-6741

Or vou may pay with a Visa‘Maslercard/American Express. Please mail your card number and
expiration date to the above address or call (801)530-6088 and leave the information. Ms
Inglesby’s phune number is (801)530-6626.

Please be sure to include your case number on any correspondence vou send us.

Thank you,

Lun Ledalom

Kim Lesh
Administrative Secretary

Discp-Fine jeter G100

wwww dopl uterlr gov - Heber M Wells Buitding + 160 ast 300 South - PO, Box 146741 = Sali Lake City, /T 52114-6741 HTAH
telephone (R0 530-6628 - wll-free in Utah (866) 275.3675 + fax (B01) 33046511 - investigations fax {301) 530-6301 LIFE GLEvATED
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CERTIFICATE COF SERVICE

I hereby certify that on the ﬁp day of lh%@?ﬂ x

2018, a true and correct copy of the foregoing STIPULATION AND
ORDER has been served on the parties of record in this proceeding
by mailing a copy thereof, properly addressed by first class mail
with postage prepaid, to the following:

WELLS PHARMACY NETWORK LLC
450 US HWY 51 BYPASS N
DYERSBURG TN 38024

and caused a copy to be electronically mailed to:

L. Mitchell Jones, Assistant Attorney General

(mitchelljones@agutah.gov)

(Do

Carolenglesby

Administrative Assistant

Division of Occupational
and Professional
Licensing
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pyrogens of batch-produced sterile injectable drug products compounded from one or more non-
sterilo ingrodients. The oircumstances are as follows:

14, Betwce.n'May 2015 and Merch 201 6, Respondent shipped about 2,890 batch-
produced non-sterile to sterile compounded injectable drug products into California without
documentation of end product sterility or pyrogen testing.”

| ' PRAYER

‘WHEREFORE, Complainant requests that a hearing be held on the matters herein alleged,
and that following the hearing, the Board of Pharmacy issuc a dccisiqn: '

I.  Revoking or suspending Non-Resident Pharmacy Pecmit Number NRP 1325, issued to
Wells Pharmacy Network LLC; '

2. Revoking or suspending Non-Resident Pharmacy Permit Number NSC 99824, issued
o Wells Pharmacy Network LLC;

3. Ordering Wells Pharmacy Network LLC to pey the Board of Pharmacy the reasonable

costs of the investipation and enforceimnent of tbis. case, pursuant to Business and Professions Code
section 125.3; and, '

4, Talciné such other and further action as deemed necessary and proper.

1014 Q%m

OLD
Executive Officer
Board of Phermacy
Department of Consumer Affairs
State of California
Complainant .
L S A LA 2B . . o o e i eim s cei i eiat mirermi o e e b ke meee Mo L% iah e =
1244279%.doo '

L
.

2 A pyrogen is any substance or ageut that causes fever.

(WELLS PHARMACY NETWORK LLC) ACCUSATION
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The foregoing Stipulated Settlement and Dlscipiinm‘y Order for Public Reproval is hereby
respectfully submitted for consideration by the Board of Pharmacy of the Dopartment of

Consumer Affairs.

bt 5 (2% [201%

SA2016102809
12687933 docx

ENDORSEMENT

Respectfully submitted,
XAVIER BECERRA

AVID B, BRICE
Deputy Attornoy Genoral
Attorneys for Complainant
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'ACCEPTANCE

I have carefully read the above Stipulated Settlement and Disciplinary Order for Public
Reproval and have fally discussed it with my attorneys, Steven L. Simas and Danie] Tatick. I
understand the stipulation and the effect it will have on the Non-Resident Pharmacy Permit and
the Non-Resident Sterile Compounding Permit held by Wells Pharmacy Network LLC. I cnter
into this Stipulated Settlement and Discipﬁnary Order for Public Reproval voluntarily,
knowingly, and intelligently, and agree to be bound by thc Decision and O:dcr of the Board of
Pharmacy.

baTED: - 05/23/17 RINE
- STACY SHAPIRO, GENERAL COUNSEL

WELLS PHARMACY NETWORK. LLC
Respondent

I hirve read and fully discussed with Respondent Wells Pharmacy Network LLC the torms
and conditions and other matters contained in the above Stipulated Settlement and Disciplinary
Order for Public Reproval. 1 approve its form and content.

DATE.;:):' 5 !ﬁ’:‘;! \”7

.
' TATH
Attorneys for Respondemt

e |
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{l the investigation and enforcement of this matter. Respondent shall be permitted to pay these

14, This Stipulated Settlement and Disciplinary Order for Public Reproval is intended by
the parties to be an integrated writing representing the complete, final, and exclusive embodiment
of their agreement. It supersedes aﬁy and all prior or contemporaneous agreements,
understandings, discussions, negotiations, and commitments (written or oral), This Stipulated
Settiement and Disciplinary Order for Public Reproval may not be altered, amended, modified,
supplemented, or otherwise changed except by a writing executed by an eutherized representative
of each of the parties. | .

15. In consideration of the foregoing admissions and stipulations, the parties agree that
the Board may, without further notice or formal proceeding, issue and enter the following
Disciplinary QOrder: .

DISCIPLINARY ORDER

1T IS HEREBY ORDERED that both Non-Resident Pharmacy Permit No, NRP 1325 and
Noo-Resident Sterile Compounding Permit No. NSC 99824 issued to Respondent Wells '
Pharmacy Network LLC shall be publicly reproved by the Board o.f Pharmacy under Business
and Professions Code section 495 in resolution of Accu.sation No. 5887, attached as exhibit A.

Cost Recovery, Respondent shall pay $6,155.25 to the Board for its costs associated with

costs in a payment plan approved by the Board. If Respondent fails to pay the Board costs as
ordered, Respondent shall not be allowed to renew its Non-Resident Pharmacy Permit or its Non-
Resident Sterile Cémpounding Permit until Respondent pays costs in full.

i

"

i

4
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8.  Respondent voluntarily, knowingly, and intelligently waives and gives up each and
every right set forth above.

CULPABILITY

9.  Respondent understands and agrees that the charges and allegations in Accusation
No. 5887, if proven at a hearing, constitute cause for imposing discipline upon its Non-Resident
Pharmacy Permit and its Non-Resident Sterile Compounding Permit.

10. For the purpose of resolving the Accusation without the expense and uncertainty of
further proceedings, Respondent agrees that, at & hearing, Complainant could establish a factual
basis for the charges in the Accusation, and that Réspondcnt hereby gives up its rfg-ht to contest
those charges. '

11. Respondent agrees that its Non-Resident Pharmacy Permit and its Non-Resident
Sterile Compounding Permit aro subject to discipline and agrees to be bound by the Disciplinary
Order below. '

| CONTINGENCY

12, This stipulation shall be subject to approval by the Board of Pharmacy. Respondent
understends and agrees that counsel for Complainant and the staff of the Board of Pharmacy may
communicate directly with the Board regarding this stipulation and settlement, without notice to
or participation by Respondent or its counsel. By-signing the stipulation, Respondent understands
and agrees that it may not withdraw its agreement or seck to rescind the stipulation prior to the
time the Board considers and acts upon it. 1fthe Board fails to adopt this stipulation as its
Decision and Order, the Stipulated Settlement and Disciplinary Order for Public Reproval shall
be of no force or effect, except for this paragraph, it shall be inadmissible in any legal action
between the parties, and the Board shall not be disqualified from further action by having
considered this matter. |

13. The parties understand end egree that Portable Documeat Format (PDF) and facsimile
copics of this Stipulated Settlement and Disciplinary Order for Public Reproval, including
Portable Document Format {PDF) and facsimile signatures thereto, shall have the same force and

cffect as the originals.

3
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JURISDICTION

3.  Onorabout May 28, 2013, the Board issued Original Non-Resident Pharmacy Permit
No. NRP 1325 to Respondent. The Non-Resident Pharmacy Permit was in full force and effect at
all times relevant to the charges brought in Accusation No. 5887, expired on May 1, 2017, and
has not been renewed.

4. Onorabout July 1, 2013, the Board issued Original Non-Resident Sterile
Compounding Permit Number NSC 99824 to Respondent to compound injectable sterile drug
products. The Non-Resident Sterile Compounding Permit was in full force and effect at all times
relevant to the charges brought in Accusation No. 5887, expired on May 1, 2017, and has not
been renewed,

5.  Accusation No. 5887 was filed before the Board and is currently pending against
Respondent. The Accusation and all other statutorily required documents were properly served

on Respondent on October 21, 2016, Respondent timely filed its Notice of Defense contesting

“the Accusation. A copy of Accusation No. 5887 is attached as exhibit A and incorporated herein

by reference. _
ADVI§EME.NT AND WAIVERS
6. Respondent has carefully read, fully discussed with counsel, and understands the
charges end allegations in Accusation No. 5887, Respondent has also carefully read, fully
discussed with counsel, and understands the effects of this Stipulated Settlement and Disciplinary
Order for Public Reproval. -

7.  Respondent is fully aware of its legal rights in this matter, including the right to a
hearing on the charges and allegations in the Accusation; the right to be represented by counsel at
its own expense; the right to confront and cross-examine the witnesses pgainst them; the right to
present evidence and to testify oﬁ its own behalf; the right to the issuance of subpoenas to compel
the attendance of witnesses and the production of documnents; the right to reconsideration and
court review of an adverse decision; and all other rights accorded by the California
Administrative Procedure Act and other applicable laws.

"

2
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XAVIER BBCERRA

Attorney General of Celifornia
KeNTD. HARRIS

Supervising Deputy Attorney General
" DAVIDE. BRICE

Deputy Attorney General
State Bar No. 269443
1300 I Street, Suite 125
P.O. Box 944255
Sacramento, CA 94244-2550
Telephone: (916) 324-8010
Facsimile: (916) 327-8643
E-mail: David Brice@doj.ca.gov
I Attorneys for Complainant

-_—,,

BEFORE THE
BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS
STATE OF CALIFORNIA

‘ In the Matter of the Accusation Against: Case No, 5837

WELLS PHARMACY NETWORK LLC OAH No. 2017011087
450 US Hwy 51 Bypass N
Dyersburg, TN 38024
STIPULATED SETTLEMENT AND
Non-Resident Pharmacy Permit No. NRP DISCIPLINARY ORDER FOR PUBLIC

1325 * | REPROVAL
Non-Resident Sterile Compounding Permit
Ne. NSC 99824 [Bus. & Prof. Code § 495)

Respondent.

IT IS HEREBY STIPULATED AND AGREED by and between the parties to the above-

entitled proceedings that the following matters are true:
PARTIES

1.  Virginia Herold (Complainant) is the Executive Officer of the Board of Pharmacy
(Board). She brought this action solely in her official capacity and is represented in this matter by
Xavier Becerra, Atlorney General of the State of Californig, by David E. Brice, Deputy Attorney
General.

2.  Wells Pharmacy Network LLC (Respondent) is represented in this proceeding by
attorneys Steven L., Simas and Daniel Tatick, whose address is: Simas and Associates, 3835

i North Freeway Blvd.,, Suite 228, Sacramento, CA 95834.

1

STIP SETTLEMENT & DISC ORDER FOR PUBLIC REFROVAL (588

& A

452



453

ORDER

THE ABOVE STIPULATION, in the matter of WELLS PHARMACY NETWORK,
LLC, is hereby approved by the Division of Occupational and Professional Licensing, and
constitutes my Findings of Fact and Conclusions of Law in this matter. The issuance of this
Order is disciplinary action pursvant to Utah Administrative Code R156-1-102(7) and Utah Code
Ann. § 58-1-401{2). The terms and conditions of the Stipulation are incorporated herein and

constitute my final Order in this case.

DATED this | day of \T"""“‘EIL : /l“\%

DIVISION OF OCCUPATIONAL AND
PROFESSIONAL LICENSING

A=)

MARK B. STEINAGEL/
Director

Investigator; Sharilee Mcintyre



DIVISION OF OCCUPATIONAL &
PROFESSIONAL LICENSING

BY: \WKMQ)&'
JENNIFER“ZAELIT
Burcau Manager

DATE: ' / i2 ‘ 20\

SEAN D, REYES
UTAH ATTORNEY GENERAL

%éfj__

L MITCHELL
Counsel for the Dl ifion

DATE: L Tl

RESPONDENT

BY: -@‘(Jz\-ﬁ-d g\‘r\ff-ﬂu"l} I

STACY SHAPIRO

patE:  J&i.w
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13. If Respondent violates any term or condition of this Stipulation and Order, the
Division may take action against Respondent, including imposing appropriate sanction, in the
manner provided by law. Such sanction may include revocation or suspension of Respondent’s
license, or other appropriate sanction.

14. Respondent understands that the disciplinary action taken by the Division in this
Stipulation and Order may adversely affect any license that Respondent may possess in another
state or any application for licensure Respondent may submil in another state.

15. Respondent has read each and every paragraph contained in this Stipulation and
Order. Respondent understands each and every paragraph contained in this Stipulation and
Order. Respondent has no questions about any paragraph or provision contained in this

Stipulation and Order.
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final compromise and settlement of this non-criminal administrative matter. Respondent
acknowicdges that the Dircctor is not required to accept the terms of this Stipulation and Ozder
and that if the Director does not do so, this Stipulation and the representations contained therein
shall be nuil and void, cxcept that the Division and the Respondent waive any claim of bias or
prejudgment they might otherwise have with regard to the Director by virtue of her having
reviewed this Stipulation, and this waiver shall survive such nullification.

~ 10. . Respondent shall abide by and comply with all applicable federel and state laws,
regulations, rules and orders related to the Respondent’s licensed practice.

11. This document constitutes the entire agreement between the parties and supersedes
and cancels any and all prior negotiations, representations, understax:ldings OT agrecments
between the parties regerding the subject of this Stipulation and Order. There are no verbal
agreements that modify, interpret, construe or affect this Stipulation. Respondent agrees not to
take any action or make any public statement, that creates, or tends to create, the impression that
any of the marters set forth in this Stipulation and Order are without factual basis. A public
statement includes statements to one or more Board members during a meeting of the Board.
Any such action or statement shall be considered a violation of this Stipulation and Order.

12. The accompanying Order becomes effective immediately upon the approval of this
Stipulation and signing of the Order by the Division Director. Respondent shall comply with all
the terms and conditions of this Stipulation immediately following the Division Director’s
signing of the Otder page of this Stipulation and Order. Failure to comply with and tirnely
complete a term or condition shall constitute a violation of the Stipulation and Order and may
subject Respondent 10 revocetion or other sanctions.

4
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and Order, and will release other information about this disciplinary action against Respondent’s
license, to other persons and entities.
7. Respondent admits the following facts are true:

2. Respondent was first licensed to operate as a pharmacy and to dispense controlled
substances in the State of Utah on or about November 26, 2012,

b. On or about May 23, 2017, Respondent entered into a “Stipulated Settlement and
Disciplinary Order for Fublic Reproval™ with the Board of Pharmacy of the State
of California, 2 copy of which is incorporated by reference to this Stipulation and
Order and attached as Exhibit A, sanctioning Respondent’s California pharmacy
license. Exhibit A also contains an “Accusation” which describes the allegations
of misconduct against Respondent.

c. The nllegations contained in Exhibit A would constitute misconduct in the State
of Utah.

3. Respondent admits that Respondent's conduct described above is unprofessional
conduct as defined in Utah Code Ann. § 58-1-501(2)(a) and (d); and that said conduct justifies
disciplinary action against Respondent’s license pursuant to Utah Code Ann. § 58-1-401(2)(a).
Respondent agrees that an Order, which constitutes disciplinary action against Respondent’s
licenses by the Division pursuant to Utah Administrative Code R156-1-102(7) and Utah Code

Ann. § 58-1-401(2), shall be entered in this matter as follows:

(a)  Respondent shall pay a fine to the Division in the amount of $500.00 (five
hundred dollars), pursuant to Utah Code Ann. § 58-17b-401(6), § 58-17b-504(5),
and Utah Administrative Coda R156-17b-402, within 90 days of the effective date
of this Stipulation and Order.

(b)  Respondent's license shall be publicly reprimanded for the conduct described
above,

(c) Respondent shall successfully complete all the requirements of Exhibit A.

9. Upon approval by the Director of the Division this Stipulation and Order shall be the
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2. Respondent acknowledges that Respondent enters into this Stipulation knowingly and
voluntarily.

3. Respondent understands that Respondent has the right to be represented by counsel in
this matter and Respondent’s signature below signifies that Respondent has either consulted with
an attorney or Respondent waives Respondent’s right to counsel in this matier,

4, Respondent understands that Respondent is entitled to a hearing before the State of
Utah's Board of Pharmacy (“Board'"), or other Division Presiding Officer, at which time
Respondent may present evidence on Respondent’s own behalf, call witnesses, and confront
adverse witnesses. Respondent understands that by signing this document Respondent hereby
knowingly and intelligently waives the right to a hearing, the right to call witnesses on
Respondent’s own behalf, the right to call witnesses, the right to confront adverse witnesses, and
any other rights to which Respondent may be entitled in connection with said hearing.
Respondent understands that by signing this document Respondent hereby knowingly and
intelligently waives the right to all administrative and judicial review as set forth in Utah Code
Ann. §§ 63G-4-301 through 63G-4-403, and Utah Administrative Code R151-4-901 through
R151-4-907. Respondent and the Division hereby express their intent that this matter be
resolved cxpcditié:usly through stipulation as contemplated in Utah Code Ana. § 63G-4-102(4).

5. Respondent waives the right to the issuance of a ;'etitic_m ana a Notice of Agency
Action in this matter,

6. Respondent understands that this Stipulation and Order, if adopted by the Director of

the Division, will be classified as a public document. The Division may release this Stipulation
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L. MITCHELL JONES (U.S.B. 5879)
Assistant Attorney General

SEAN D, REYES (U.S.B. 7569)
Utah Attorney General

Commercial Enforcement Division
Heber M. Wells Building

Box 140872

Salt Lake City, UT 84114-674]
Telephone: (801) 366-0310

BEFORE THE DIVISION OF OCCUPATIONAL AND PROFESSIONAL LICENSING
OF THE DEPARTMENT OF COMMERCE

OF THE STATE OF UTAH

IN THE MATTER OF THE LICENSES OF
WELLS PHARMACY NETWORK, LLC
UTAH LICENSE #8473516-1708 & 8913
TO OPERATE AS A PHARMACY

AND TO DISPENSE

CONTROLLED SUBSTANCES

IN THE STATE OF UTAH

STIPULATION AND ORDER

CASE NO. DOPL 20\({\5

e Nt St St N Nt Vet

WELLS PHARMACY NETWORK, LLC (“Respondent™) and the DIVISION OF
OCCUPATIONAL AND PROFESSIONAL LICENSING of the Department of Commerce of
the State of Utah (“Division™) stipulate and agree as follows:

1. Respondent admits the jurisdiction of the Division over Respondent and over the
subject matter of this action. Stacy Shapiro is an officer of Respondent pharmacy and is
authorized to act as agent for and enler into binding agreements on behalf of Respondent

pharmacy.
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w24 Department of Commerce
GARY R HERBERT | Division of Occupational and Professional Licensing
(J‘U"l'r"lll' :
SPENCER ). COX |  FRANCINE A.GIANI MARK D. STEINAGEL
Liciienant Governor 1 Execunve Direcior Division Dircetor

Date: HU%%

Dear Respondant,

You have been ordered to pay a fine lo the Diviston of Qccupational and Professional Licensing:

Your fine of 60“'. is due HP[W?’O% W
Your case number is DOPL-/}—N%, \"\ N{MJLI PM’F’W“M M{WW\L%

*If you are unable to pay the fine as indicated in your Order or your Order indicates other
arrangements, you must contact me or my co-worker Carol Inglesby withinten (10) days from
the date of this letter. No special considerations will be grantzd for failure to contact us within
the ten (10) day limit.

Make check(s) payable to DOPL and remit to:

DOPL

Attn: Disciplinary Files

P O Box 146741

Sait Lake City UT 84114-6741

Or vou may pay with & Visa/Mastercard/American Express. Please mail your card number and
expiration date to the above address or call (801)530-6088 and lcave the information. Ms.

Inglesby’s phune number is (801)530-6626.

Please be sure to include your case number on any correspondence vou send us.

Thank you,
Lum Legalom

Kim Lesh
Administrative Secretary

Lsep-Fine letier 030

wwwidapd ntels gon = Tleher M. Wells Duilding « 160 East 300 South - PO, BBax 146744 » Sal Lake City, UT §4114-6741 HTAH
delephone (80 ) 330-6628 - toll-iree in Dish (866) 275-3675 - fax (RU1Y 530-6511 < mvestigations fax (801) 530.630) EEE e W e



461

L3

CERTIFICATE OF SERVICE

I hereby certify that on the \\ﬂ day of ijW”r ,

2018, a true and correct copy of the foregoing STIPULATION AND
ORDER has been served on the parties of record in this proceeding
by mailing a copy thereof, properly addressed by first class mail
with postage prepaid, to the following:

WELLS PHARMACY NETWORK
1210 SW 33RD AVENUE
OCALA FL 34474

and caused a copy to be electronically mailed to:

L. Mitchell Jones, Assistant Attorney General

{mitchelljones@agqutah.gov)

e

Carol Inglesby

Administrative Assistant

Division of Occupational
and Professional
Licensing
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“ 205

Montgomery Lee

Assistant Attorney General |

1275 W. Washington Street, CIV/LES
Phoenix, Arizona 85007

Attorney for the State of Arizona

Doc #4200554
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required unannounced random inspection in paragraph 4 of this Order prior to the

| expiration of the one (1) year probationary period, Respondent may petition the Board for

early termination of the probation by submitting such a request in writing and appearing
before the Board at a regularly scheduled meeting.

6. If Respondent violates this Order in any way or fails to fulfill the

D oo --I.IO\ wn £ w b

requirements of this Order, the Board, after giving the Respondent notice and the
opportunity to be heard, make take disciplinary action against Respondent’s permlt The

issue at such a hearing will be limited solely to whether this Order has been violated.

DATED this 07 _ day of_{w 2018, oIS~

ARIZONA STATE BOARD OF PHARMACY
(Seal)

B e ——=

By: w

KAMLESH GANDHI
EXECUTIVE DIRECTOR

ORIGINAL OF THE FOREGOING EILED
this o7 _day of , 2 with:

v
Arizona State Board of Pharmacy

1616 W. Adams St.
Phoenix, Arizona 85007

COPY OF THE FOREGOING MAILED
BY CERTIFIED M IL

this_g7 dayof }9‘]";’
/

Wells Pharmacy Network 2

1210 SW 33 Ave.

Ocala, Florida 34474

Respondent
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3. The conduct and circumstances described above constitute unethical
conduct pursuant in violation of A.R.S. §32-1901.0 L(A) (5) (Violating a federal or state
law or administrative rule relating to the manufacture, sale or distribution of drugs,
devices, poisons, hazardous substances or precursor chemicals).

4. The conduct and circumstances described above constitute unethical
conduct pursuant to A.R.S. § 32-1901.01 (A) (5) by violating A.A.C. R4-23-402 (1), R4-
23- 410 (I) (2) (a) and (b), A.A.C. R4-23-410 (1) (5), A.A.C. R4-23-410 (J) (1) (d) and
A.A.C. R4-23-670 (C) (1).

ORDER

Based upon the above Findings of Fact and Conclusions of Law, the Board issues
the following Order:

1. Respondent’s permit no. Y005709 is placed on probation for a period of
one (1) year.

2. Respondent shall pay a civil penalty of $9,000.00 within 50 days of the
effective date of this Order.

3. Respondent shall pay for the costs of the inspection conducted by Board
compliance officers in October 2014 in the amount of $2,345.37 within 90 day of the
effective date of this Order. |

4. Respondent shall to submit to and pass one (1) unannounced random
inspection by Board compliance officers within one (1) year of the effective date of this
Order and shall pay for the costs of this inspection in an amount not to exceed $3,000.00.
Respondent shall pay for the costs of this inspection within 90 days of receiving written
notification from Board staff of the incurred costs.

5. If Respondent pays the civil penalty in paragraph 2 of this Order, pays the
costs of the October 2014 inspection in paragraph 3 of this Order, submits to and passes

the unannounced random inspection in paragraph 4 of this Order and pays the costs of the
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14 {|Respondent and received on or about October 15, 2014 which revealed additional

19 |l

|
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(| Respondent pursuant to A.R.S. § 32-1901 et seq.

complex preparation which is then verified and approved by a pharmacist (quality
manager).

10. At the October 7 and 8, 2014 inspection Board compliance officers
reviewed ten (10) random prescription/orders from the Arizon; report which revealed
Respondent failéd to maintain proper compounding records of quality assurance
verification, documentation of procedures for obtaining samples for testing,
documentation of filter lot number/expiration date and bubble point testing in the
compounding record, documentation of the sampling plan for sterility/endotoxin testing
and failure to follow proper procedures/protocols for sterility and endotoxin testing
sampling.

11. Board compliance officers reviewed additional documents requested from

discrepancies regarding the records, documentation, compliance with standard operating
procedures, testing procedures, sampling proéedures and shipping procedures involving
Rx 6009925, Rx 6038319, Rx 6038321, Rx 6021313, Rx 605 1741 and Rx 6004621 as
more fully set forth in tﬁc compliance officers’ report dated October 15, 2014, a copy of

which is attached and is incorporated by this reference.

CONCLUSIONS OF LAW

I. The Board possesses jurisdiction over the subject matter and over

2. The Board may discipline permit hoider if the Board determines that the
permittee or the permittee’s employee has engaged in unethical conduct. AR.S. § 32-

1927.02(A) (1).
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October 10, 2014 requested additional documents which were provided by Respondent
on QOctober 15, 2014,

5. At the October 7 and 8, 2014 inspection Board compliance officers
observed a technician working at Respondent’s facility exiting and re-entering the ante
| room without re-garbing and later observed the same technician working in the ante room
without gloves or a mask both activities were not in compliance with Respondent’s
standard opefating procedures.

6. At the October 7 and 8, 2014 inspection Board compliance officers: noted
that the pharmacist in the general compounding area was not performing or documenting
a ‘verification of the components or weights prior to the completion of the finished
product.

! 7. At the October 7 and 8, 2014 inspection Boé.rd compliance officers
conducted a random sampling of the compounding records regarding the “Beyond Use
Date’ (BUD) for several lots of Trimix injectable.

H 8. At the October 7 and 8, 2014 inspection Boax;d compliance officers
observed discrepancies in Respondent’s compliance with sterility, endotoxin and sterile
filtration testing results records. |

9. At the October 7 and 8, 2014 inspection Board compliance officers
observed that Respondent’s employees were not following Respondent’s standard
o;ﬁerating procedures regarding patient counseling of compounded preparations,

sterilization and depyrogenation and pharmacist preparation of the first formulation of a
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ACCEPTED AND AGREED BY RESPONDENT

e\ Qf\}-rw\'}*-f\ N pae: S >
= s C;YE:_,G

by_-2 a HT{,‘.-.,-\ ~gc?on behalf of Wells Pharmacy Network
O M .

Subscribed and sworn to before me in the County of fl)jlm \chcl..\ __, State of

" Flonde . this 1% day of _Maorcls o 2o, by

Ben Dol . on behalf of Wells Pharmacy Network. . Zols

BRET JONATHAN PHLLIPS

>, NOTARY PUBLIC M
b [i5TATE OF FLORIDA /
S5 Commi FF172661 NOTARY PUBLIC

E-mimﬁuma“ /-‘?'/’ZOIZ

My Commission expires: _J

FINDINGS OF FACT

1. The Board is the duly constituted authority for licensing and regulating the
practice of pharmacy in the State of Arizona.

2. Respondent is the holder of Pharmacy Permit Number Y005709.

3. From February 21, 2014 through March 7, 2014 representatives of the
United States Food and Drug Administration (“FDA™) conducted an inspection of
Respondent’s facility located at 1210 SW 33" Ave, Ocala, Florida. Asa result of that
inspection, the FDA issuedla report on March 7, 2014 which contained eleven (11)
observations detailing potential violations. Based upon its concerns regarding the
observations identified in the FDA report the Board directed its staff to conduct an
inspection of Respondent’s facility in QOcala, Florida.

4. On or about October 7 and 8, 2014 Board compliance officers conducted an

inspection of Respondent’s facility located at 1210 SW 33" Ave., Ocala Florida and on
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8. Respondent acknowledges and agrees that, upon signing this Consent
Agreement and returning this document to the Board’s Executive Director, it may not
revoke its acceptance of the Consent Agreement or make any modifications to the
document regardless of whether the Consent Agreement has been signed by the
Executive Director. Any modification to this original document is ineffective and void

unless mutually agreed by the parties in writing.

9. This Consent Agreement is subject to the apprbval of the Board and is|

effective only when accepted by the Board and signed by the Board’s Executive Director.

In the event that the Board does not approve this Consent Agreement, it is withdrawn and

'shall be of no evidentiary value and shall not be relied upon nor introduced in any action

by any party, except that the parties agree that should the Board reject this Consent
Agreement and this case proceeds to hearing, Respondent shall assert no claim that the
Board was prejudiced by its review and discussion of this document or any records
relating thereto.

10. If a court of competent jurisdiction rules that any part of this Consent
Agreement is void or otherwise unenforceable, the remainder of the Consent Agreement
shall remain in full force and effect.

1. Respondent understands that this Consent Agreement is a public record that
may be publicly disseminated as a formal action of the Board and may be reported as
required by law to the National Practitioner Data Bank and the Healthcare Integrity and
Protection Data Bank.

12. Respondent understands that any violation of this Consent Agreement
constitutes unethical conduct and may result in disciplinary action. A.R.S. §§ 32-
1901.01(A) and A.R.S. § 32-1927.02(A).

13.  Respondent agrees that the Board will adopr the following Findings of Fact,

Conclusions of Law and Qrder.
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1. Respondent has read and understands this Consent Agreement and has had
the opportunity to discuss this Consent Agreement with an attorney, or has waived the
opportunity to discuss th'is Consent Agreement with an attorney.

2. Respondent understands that it has a right to a public administrative hearing
concemning the above-captioned matter, at which hearing it could present evidence and
cross examine witnesses. By entering into this Consent ‘Agreement, Respondent
knowingly and voluntarily relinquishes all right to sich an administrative hearing, as well
as rights of rehearing, review, reconsideration, appeal, judicial review or any other
administrative and/or judicial action, concerning the matters set forth herein.

3. Respondent affirmatively agrees that this Consent Agreement shall be
irrevocable. /

4. Respondent understands that this Consent Agreement or any part of the
agreement may be considered in any future disciplinary action by the Board.

5. Respondent understands this Consent Agreement deals with Board
Complaint No. 4338 involving allegations of unethical conduct against Respondent. The
investigation into these allegations against Respondent shall be concluded upon the
Board's adoption of this Consent Agreement. '

6. Respondent understands that this Consent Agreement does not constitute a
dismissa! or resolution of any other matters currently pending before the Board, if any,
and does not constitute any waiver, express or implied, of the Board’s statutory authority
or jurisdiction regarding any other pending or future investigation, action or proceeding.

7. Respondent also understands that acceptance of this Consent Agreement
does not preclude any other agency, subdivision, or officer of this State from instituting
any other civil or criminal proceedings with respect 10 the conduct that is the subject of

this Consent Agreement.
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THOMAS C. HORNE
Attorney General
(Firm State Bar No. 14000)

MONTGOMERY LEE
Assistant Attorney General
State Bar No. 005658

1275 W. Washington, CIV/LES
Phoenix, Arizona 8§5007-2997
Tel: (602) 542-7980

Fax: (602) 364-3202

frocehved BY:

\
R 05205

phowmiey |

Attorneys for the Arizona State Board of Pharmacy

BEFORE THE ARIZONA STATE BOARD OF PHARMACY

In the Matter of Board Case No. 14-0019-PHR

l CONSENT AGREEMENT FOR
Wells Pharmacy Network, PROBATION, CIVIL PENALTY,
- COSTS AND INSPECTION

Holder of Pharmacy Permit No. Y005709
in the State of Arizona.

In the interest of a prompt and judicious settlement of this case, consistent with the
public interest, statutory requirerents and the responsibilities of the Arizona State Board
of Pharmacy (“Board”) under A.R.S. § 32-1901, et. seq., Wells Pharmacy NeMork.
holder of Pharmacy Permit Number Y005709 in the State of Arizona (“Respondent™),
and the Board entet into the following Recitals, Findings of Fact, Conclusions of Law

and Order (“Consent Agreement”) as a final disposition of this matter.

B A
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QORDER

' THE ABOVE STIPULATION, in the matter of WELLS PHARMACY NETWORK,
LLC, is hereby approved by the Division of Occupational and Professional Licensing, and |
constitutes my Findi'ngs of Fact and Conclusions of Law in this matter. The issuance of this
Order is disciplinary action pursuant to Utah Administrative Code R156-1-102(7) and Utah Code
Ann, § 58-1-401 (2). The terms ané conditions of the Stipulation are incorporated herein and

constitute my final Order in this case.

DATED this __'L_ day of :‘[“"“’M:” ’ 20“

DIVISION OF OCCUPATIONAL AND
PROFESSIONAL LICENSING

MARK B.STEINAGEL?
Director

Investigator; Sharilec Mclntyre
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DIVISION OF OCCUPATIONAL &
PROFESSIONAL LICENSING

BY :MW
JENNIFER ZATLIT

Bureau Manager

DATE: _} _ll?-lzol‘b

SEAN D. REYES
UTAH ATTORNEY GENERAL

BY:
L. MITCHELL
Counsel for the Divigion

DATE: /t J— 1Y

RESFONDENT

mﬂéﬁﬂu DJVLonL»uJ

STACY SHAPIRO'

DATE:

\'/8,}/‘21
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subject Respandent to revocation or other sanctions.

13. If Respondent violates any term or condition of this Stipulation and Order, the
Division may take action against Respondent, including imposing appropriate sanction, in the
manner provided by law, Such sanction may include revocation or suspension of Respondent’s
license, or other appropriate sanction.

14. Respondent understands that the disciplinary action laken by the Division in this
Stipulation and Order may adversely affect any license that Respondent may possess in another
state or any application for licensure Respondent may submit in another state,

15. Respondent has read cach and every paragraph contained in .this Stipulation and
Order. Respondent understands each and every paragraph contained in this Stipulation and
Order. Respondent has no. questions about any paragraph or provision contained in this

Stipulation and Order.
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9. Upon approval by the Dircctor of the Division this Stipulation and Order shall be the
final compromisc and settlement of this non-criminal administrative matter. Respondent
acknowledges that the Dirc;ctor is not required o accept the terms of this Stipulation and Order
and that if the Director does not do so, this Stipulation and the representations contained therein
shall be null and void, except that the Division and the Respondent waive any claim of bias or
prejudgment they might otherwise have with regard to the Director by virtue of her having
reviewed this Stipulation, and this waiver shall survive such nullification.

10. Respondent shall abide by and comply with all applicable federal and state laws,
regulations, rules and orders related to the Respondent's licensed practice.

11. This document constitutes the entire agreement between the parties and supersedes
and cancels any and all prior negotiations, represcntations, understandings or agreements
between the parties regarding the subject of this Stipulation and Order. There are no verbal
agreements that modify, interpret, construe or affect this Stipulation. Respondent agrees not to
take any action or make any public stalement, that creates, or tends to create, the impression that
any of the matters set forth in this Stipulation and Qtder are withc.mt factual basis. A public
statement includes stalements {0 one or more Board members during n meetipg of the Board.
Any such action or statement shall be considered a violation of this Stipulation and Order.

12, The accompanying Order becomes effective immediately upon the approval of this
Stipulation and signing of the Order by the Division Director. Respondent shall comnply with all
the terms and conditions of this Stipulation immediately following the Division Director's
signing of the Order page of this Stipulation and Order. Failure to comply with and timely

complete a term or condition shall constitute a violation of the Stipulation and Order and may

4
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and Order, and will relcase other information about this disciplinary action against Respondent’s

license, to other persons and entities.
7. Respondent admits the following facts are truc:

a. Respondent was first licensed to operate as a pharmacy and to dispense controlled
substances in the State of Utah on or about November 26, 2012.

b. On or about March 31, 2015, Respondent entered into a “Consent Agreement for
Probation, Civil Penalty, Costs, and Inspection” with the Board of Pharmacy of
the State of Arizona, a copy of which is incorporated by reference to this
Stipulation and Order and attached as Exhibit A, sanctioning Respondent's
Arizona pharmacy licensc. '

c. The allegations contained in Exhibit A would constitute misconduct in the State
of Utah.

d. Respondent shipped compounded drugs to Utah during the time period described
in Exhibit A,

8, Respondent admits that Respondent's conduct described above is unprofessional
conduct as defined in Utah Code Ann. § 58-1-501(2)(a) and (d); and that said conduct justifics

disciplinary action against Respondent’s license pursuant to Utah Code Ann. § 58-1-401(2)(a). -

T

Respondent agrees that an Order, which constitutes disciplinary action against Respondent’s

[

licenses by the Division pursuant to Utah Administrative Code R156-1-102(7) and Utah Code

Ann. § 58-1-401(2), sk]all be entered in this matter as follows:

(@) Respondent shall pay a finc-{o the Division in the amount of $500.00 (five :
hundred dollars), pursuant to Utah Code Ann. § 58-17b-401(6), § 58-17b-504(5), 1
and Utah Administrative Code R156-17b-402, within 90 days of the effective date :
of this Stipulation and Order. :

(b)  Respondent's license shall be publicly reprimanded for the conduct described
above.

(c)  Respondent shall successfully complete all the requirements of Exhibit A,



2. Respondent acknowledges that Respondent enters into this Stipulation knowingly and
voluntarily.

3. Respondent understands that Respondent has the right to be répresented by counsel in
this matter and Respondent’s signature below significs that Respondent has cither consulted with
an attorney or Respondent waives Respondent’s right to counsel in this matter.

4, Respondent understands that Respandent is entitled to a hearing before the State of
Utah’s Board of Pharmacy .(“Boar-d-'.'), or other Division Presiding Officer, at which time
Respondent may present evidence on Respondent’s own behalf, call witnesscs, and confront
adverse witnesses, Respondent understands that by signing this document Respondent hereby
knowingly and intelligently waives the right to a hearing, the right to call witnesses on
Respondent’s own behalf, the right to call witnesses, the right to confront adverse witnesses, and
any other 'rights to which Respondent may be entitled in connection with said hearing.
Réspondent .understands that by signing this document R.cs;_:ondcnl hereby knowingly and
intelligently waives the right to all administrative and judicial review as set forth in Utah Code
Ann. §§ 63G-4-301 through 63G-4-405, and Utah Administrative Code R151-4-901 through
. R151-4-907. Respondent and the Division hereby express their intent that this matter be
resolved expeditiously through stipulation as contemplated in Utah Code Ann. § 63G-4-102(4).

5. Respondent waives the right to the issuance of a Pctitic;n and a Notice of Agency
Action in this matter,

6. Respondent understands that this Stipulation and Order, if adopted by the Director of

the Division, will be classified as a public document. The Division may release this Stipulation
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L. MITCHELL JONES (U.S.B. 5979)
Assistant Attomey General

SEAN D. REYES (U.S.B. 7969)
Utah Attomney General

Commercia] Enforcement Division
Heber M. Wells Building

Box 140872

Salt Lake City, UT 84114-6741
Telephone: (801) 366-0310

BEFORE THE DIVISION OF QCCUPATIONAL AND PROFESSIONAL LICENSING

OF THE DEPARTMENT OF COMMERCE

OF THE STATE OF UTAH
N THE MATTER OF THE LICENSES OF )
WELLS PHARMACY NETWORK ) STIPULATION AND ORDER
UTAH LICENSE #8392997-1708 & 8913 )
TO OPERATE AS A PHARMACY ) CASE NO. DOPL 2“\%,\\/\
AND TO DISPENSE - )
CONTROLLED SUBSTANCES )
)

IN THE STATE OF UTAH

WELLS PHhR!;‘IACY NETWORK, LLC (“Respondént”) and the DIVISION OF
OCCUPATIONAL AND PROFESSIONAL LICENSING of the Department of C_omnl'lcrce of
the State of Utah (*Division”) stipulate and agree as follows:

1. Respondent admits the jurisdiction of the Division over Respondent and over the:
subject matter of this action. Stacy Shapiro is an officer of Respandent pharmacy and is
authorized 1o act as agent for and enter into binding agreements on behalf of Respondent

pharmacy.
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l. Respondent has read and understands this Consent Agreement and his liad
the apportunity Lo discuss this Conseat Agreement with an attorney, or has waived the
opportunity Lo discuss this Consent Agreement with an attorney.

2. Respondent understands that il has a righl lo a public administrative hearing,
concerning the above-captioned matter, at which hearing it could present evidence and
cross examine witnesses. By enlering into this Consent Agreement, Respondent
knowingly and voluntarily relinquishes all right to such an administrative hearing, as well
as rights of rehearing, review, reconsideration, appeal, judicial review or any other

administrative and/or judicial action, concerning the matters set forth herein.

3. Respondent affirmatively agrees that this Consent Agrecment shall be
irrevocable.
4. Respondent understands that this Consent Agrecment or any part of the

agreement may be considered in any future disciplinary action by the Board.

5. Respondent  understands this Consent Agreement deals with Board
Complaint No. 4338 involving allegations of unethical conduct against Respondent. The
investigation inlo these allegations against Respondent shall be concluded upon the
Board's adoption of this Consent Agreement.

6. Respondent understands that this Consent Agreement does nat constitute a
dismissal or resolution of any other matters currently pending before the Board, |t any,

and docs not constitute any waiver, express or implied, of the Board’q statutory authority

L.' I"""-'

or jurisdiction regarding any other pending or future investigation, action or pmc.u.%%.
e
7. Respondent also understands that acceptance of this (,omml Aor@iﬁlﬁ\l
--1><
does not preclude any other agency, subdivision, or officer of this SldlL lrc)m lnwﬂm‘ﬁ‘w
'—-’b

any other civil or crinvinal proceedings with respect Lo the conduct lhdl 15, fhe t.uhu et of

this Consent Agrecment
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td Respondent acknowledges and agices that, upon siening s (uil.-t:ni%
Agreement and ccturning this document (o the Board's Fixeative Direclor, o may not
revoke its acceplance ol the Consent Agreement or make any modifications 1o the
document regardiess of whether (he Consent Agreemenl has been stgned by he
Exccutive Director. Any modification to this original document is inclfeclive and void
unless mutually agreed by the partics in writing,

9. This Consent Agreement is subjecl (o the approval of the Board and is
clfective only when accepted by the Board and sie gned by the Board’s Executive Dircctor.
In the event that the Board does not approve this Consent Agreement, it is withdrawn and
shall be of no evidentiary value and shall not be relied upon nor introduced in any action
by any party, except that Lhe parties agree that should the Board reject this Consent
Agreement and this case proceeds to hearing, Respondent shall assert no claim that the
Board was prejudiced by its review and discussion of this document or any records
relating thereto.

10.  1f a court of competent jurisdiction rules that any part of this Consent!

Agreement is void or otherwise unenforceable, the remainder of thc Consent Agreement

. "‘1 r""".!
shall remain in full force and effect. 2 'ﬁ
! : ) u:?"ﬁ
1. Respondent understands that this Consent Agreemcnl is puhllc rccocolg%u
=0

_..’fr.
may be publicly disseminated as a formal action of the Board clnd may bt, rt_pom:g as

required by law to the National Practitioner Data Bank and the [lbdhhbdr(_ lntcgnly and
Protection [Data Bank,

{2. Respondent understands that any violation of this Consent Agreement

conslitutes uncthical conduct and may resull in disciplinary action. ARS. §§ 32-
190 1.01(A) and AR.S. § 32-1927.02(A).

3. Respondent agrees that the Board will adopt the following Findmgs ol Fact. |

Canclusions of Law and Ovder
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ACCEPTED AND AGREED BY RESPONDENT

N o GO T ,
ot \_\\-u:h_w_\:., v N }; Dated: -~

L W SO o)t

h\ ..}.?_'-.4._.-...-.:..':\ oot soECion behallof Wells Pharmacy Nelwork

Subscnbcd and sworn 1o be[orc me in the County of ’)“Iln'\ i:’t’*-LL- , State of

Florde . this _3)1% day of Meyol , AL by
B Do ol ,on in bekalt of Wells Pharmacy Network. AL
BRET JONATHAN PHLLPS

SRS, NOTARY PUI T W
& o / Ul
ki Comm# FF173681 NOTARY PUBLIC

Expires 111412013 /
My Commission expires: } L/ 2ulk

FINDINGS OF FACT

[ The Board is the duly constituted authority for licensing and regulating the
practice of pharmacy in the Statc of Arizona.
2. Respondent is the holder of Pharmacy Permit Number Y005709.

3. I‘rom [February 21, 2014 through March 7, 2014 representatives ol the

United States Food and Drug Administration (“FDA") conducted an inspection of

Respondent’s facility located at 1210 SW 33" Ave., Ocala, Florida. As a result of that

inspection, the FDA issued a report on March 7, 2014 which contamt.d..elwm (1)

~—Tz
:ﬂ

observations detailing potential violations.  Based upon its concerns rc'hardmgjss

R "'-t-‘.n
=1}

observations identified in thc FDA report the Board directed its Staff ti’i’cunld%%ﬁl

<3

’ fno

. - - K] - * _;

inspection of Respondent’s facility in Ocala, Florida. ;o 2=
4. On or aboul October 7 and §, 2014 Board compliance officers conducted an

inspection ol Respordent’s facility tocated at 1210 SW 11 Ave., Ocala Flonda and on

4
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3. The conduct and circumstances descubed  above constitule wnethical
conduct pursuant in violation of A RS, § 32-1901.01(A) (5) (Violating a tederal or slate
law or administrative rule relating to the manulacture. sale or distribulion of drugs.
devices, poisons, hazardous substances or precursor chemicals)

4, The conduct and circumstances described above constitute unethical
conduct pursuant to A.R.S. § 32-1901.01 (A) (5) by violating A.A.C. R4-23.402 (1), R4-
23- 410 (1) (2) (a) and (b), A.A.C. R4-23-410 (D) (5), A.AC. RA-23-410 (J) (1) (d) and
A.A.C. R4-23-670 (C) (1).

ORDER
Based upon the above Findings of Fact and Conclusions of Law, the Board issues

the following Order:

i Respondent’s permit no. Y005709 is placed on probation for a period of

onc (1) year. !

i
2. Respondent shall pay a civil penalty of $9,000.00 within 90 days ol the
ellective daie of this Order,
3. Respondent shall pay for the costs of the inspection conducted by Board
compliance officers in October 2014 in the amount of $2,345.37 within 90 day ol the

effective date of this Order.

l::: =
=2
4. Respondent shall to submit to and pass onc (1) un'annoﬁﬁcu @,3,.‘9311
ety
inspection by Board compliance officers within onc (1) year oflhe eﬁecmm date Eﬁi’aa
- =35
Order and shall pay for the costs of this i inspeclion in an amount- nUL to cxceed $3 (ZGOO
oy -

Respondent shall pay for the costs of this inspection within 90 days of recelvmg wrilten

notilication from Board staff of the incurred costs.

3 [{ Respondent pays the civil penalty in paragraph 2 of this Order, pays the

costs of the October 2014 inspection in paragraph 5 of this Order, submits to and passes

I
the imannounced random inspection in paragraph 4 af this Order and pays the costs o lllL‘E

1
i
i
[}
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required  unannounced random inspection i paragraph 4 of ins Order prior o the
expiration of the one (1) year probationary period, Respondent may pelition the Board for
carly termination of the probation by submitting such a request in weriting and appearing
bclore the Board at a regularly scheduled meeling.

6. [I'" Respondent violates this Order in any way or f(ails to [ulfill the
requirements of this Order, the Board, after giving the Respondent notice and the
oppartunity to be heard, make take disciplinary action against Respondent’s permil. The

issuc at such a heacing will be limited solely to whether this Order has been violaled.

DATED this 07 day of ¢;7,_a«g L 2T, Rols”

ARIZONA STATE BOARD OF PHARMACY
(Seal)

By: ) :;é_:f_’j\

KAMLESH GANDHI N -
EXECUTIVE DIRECTOR

ORIGINAL OF THR FOREGOING BILED G —

this o7  day of Fe¢ » 204 with: =3
Ko/~ . B Ba=m
i Y Fao
Arizona State Board of Pharmacy 2 e E;‘%%
1616 W. Adams St. -4 - =35

Phoenix, Arizona 85007 2 i 1 g;:

:'r-'l 2L zl"‘

941

COPY OF THE FOREGOING MAILED
RY CERTIFIED MAIL P
this g9 dayol f, ne 2074

2415~

Wells Pharmacy Network
210 SW 33" Ave.
Ocala, Flarida 34474
Respondent
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FHCOPY OF TH: l-'()}{li(l()IN(i MALLID

this &7 day of WM _.?,Bﬁiu

ol

ed

Montgomery |.ec

Assistant Attorney General

4 111275 W. Washington Strect, CIV/LLES
Phoenix, Arizona 85007

Attorney (or the State of Arizona

L

[ahY
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