COMMONWEALTH OF MASSACHUSETTS .

SUFFOLK COUNTY . " BOARD OF REGISTRATION
' ' - : ' INPHARMACY = .
- )

In the Matter of ) ‘

NEW ENGLAND ) Docket Nos. DS-03-055
COMPOUNDING CENTER ) . PH-03-066
-Registration No. o )} DS-05-040
BARRY'J. CADDEN, R Ph. ) - v
License No. )

: )
CONSENT AGREEMENT

The Board of Registration in Pharmacy ("Board") and NEW ENGLAND
COMPOUNDING CENTE\R (“NECC”) (Pharmacy Registration No, -), located at 697
Waverly Road, in Framingham, Massachusetts (“Registrant™), and BARRY J. CADDEN, R Ph.
(“Licensee™) Pharmacist License No. -and Manager of Record of Registrant, do hereby
stipulate and agree that the following information shall be entered into and become a permanent
part of the files of Registrant and Licensee which are maintained by the Board: ;

1. The parties enter into this Consent Agreement (“Agreement”) to resolve disputed maters
' arising out of the corplaints pending against Registrant and Licensee, respectively, as
Docket Nos. DS-03-055, PH-03-066 and DS-05-040 (“Complaints™). .

2. Ihé Registrant, Licensee and the Board stipulate and agree that this Agreerneﬁ't isin

prescriptiOn (“the Complaiﬁts”)..

©3..  The Régistrant, Licensee and 'the.ABoard.acknowIédgé that this Agreement is'a
' nondisciplinary agreement not reported to the National Association of State Boards of

Pharmacy or other outside report agencies, except that the Licensee’s failure to fulfill the
requirements of paragraph 5 may result in the imposition of discipline by the Board. -

4. Inorder to resolve these matters without further proceedings before the Board, the
Registrant, the Licensee, and the Board agree that on the date of the execution of this
Agreement by the Board (“Effective Date”) the Board will order that the Licensee be

* placed on Probation for a Period of One (1) Year. and_thc_pmbation-order—vcdil—be—m—---—--j-- .




Stayed for one ( 1) year from the Effective Date of this Agreement (the Stay”). o
The Registrant and the Licensee -ég_ree as follows:

(a) Within 45 days from the Effective Date of this Agreement, the Registrant and

- Licensee shall provide documentation satisfactory to the Board that Board-approved
evaluator:  Pharmacy Support, Inc. (“PST” or “Bvaluator™), at the expense of the
Registrant and Licenses, has conducted an inspection of and prepared a written report
.analyzing Registrant’s compounding practices and compliance with United States
Pharmacopeia Standard 795 — Non-Sterile Compounding Procedures and USP Standard
797 — Sterile Compounding Procedures, ini accordance with 247 CMR 9.01(3)(“USP
Standards”), with any recommendations for revisions to practice for compliance with .
USP Standérds (“the First Report™). The inspection shall include conisideration of, but
ot be limited to; ’ : M :

1 Sterile Environmental Design

ii. Quality Assurance Program :
“iii.  Media Fills (operator qualification/process validation)

iv. Environmental Monitoring -

V. Cleaning and Sanitizing Program

V. Training Records :

vii.  Process Control

viil.. Equipment o

ix. Finished Preparation, Testing
X. Adverse Rvent Records '

. (b) The Registrant and Licensee will arrange fbf the Evaluator to provide a.pdp y o_"fthe
- First Report as described in Paragraph 5(a) directly to the Board within foutteen days of -
. the inspection, o ' - o

' (¢) The Registrant and Licensee will implement all reéom‘mcndations made by the - .
Evaluator-within 90 days of the Effective Date of this Agreement. The Registrant and
Licensee must petition and receive the approval of the Board to exempt or postpone :

implementation of any particular recommendation.

(d) Within six months of the Effective Date of this Agreement, the Registrant and-
Licensee shall provide documentation satisfactory to the Board that the Evaluator,

at the expense of the Registrant and Licensee, has conducted a second inspection of -
Registrant and prepared a written report afier an analysis as described in Paragraph %)
above, and further, as to whether the recommendations made by thie Evaluator in the First
Report have been implemented (“the Second Report™). s %
(e) The Registrant and Licensee will arrange for the Bvaluator to provide acopy of the -
~ Second Report as described in Paragraph 5(d) directly to the Board within fourteen days

~ofthe inspection. -
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10.

“11.

12.

13,

. its registration and his license will not be placed on probation.

basis.

-(g8) The Registrant and Licensee will keep a written report of each adverse event reported

and make such reports available for review by the Board upon request, .

If the Registrant and Licensee successfully complete the requirements o paragraph S,

If the Registrant and the Licensee fail to successfully complete the requirements-of
paragraph 5, the Stay will be withdrawn by the Board and the Board’s order of Probation
for a Period of One (1) Year (“Probation™) will be imposed. upon the Registrant and
Licensee without the necessity of additional proceedings pursuant to G L. ¢, 30A. The
terms and conditions of Probation will be determined by the Board at that time and may
include, but not be limited to practice restrictions, monitering conditions, appearances
before the Board, and continuing education and training, '

This Agreemerit and its contents shall be incorporated into the records maintained bythe . -
" Board. This Agreement and its contents are matters of public record, and are subject to*
. disclosure without limitation to the public and equivalent state licensing boards.

The Board égreés that in return for the execution and fulfillment of the requiremeni;v, of
this Agreement by the Regisfrant and Licensee, the Board will not advance the ‘

- Prosecution of the Registrant and Licerisee purstant to the Complaints; any and all other

rights of the Board to take action within the scope of its authority are expressly reserved.

The Registrant and Licensee understand and agree that the failure to accept the terms of
this Agreement shall nullify the representations contained lierein, and permit:the Board to.
initiate formal adj udicatory action under the State Administrative Procedyre Act,GL.¢c.
30A, and the Standard Adjudicatory Rules of Practice and Procedure, 801 CMR 1.00 et.
seq. ;

The .Registraﬁt and Licensee understand and agree that.the 'dccision to enter into this
Agreement and to accept the terms and conditions herein described is a final act and is
not subject to reconsidergﬁon or judicial review. .

The Registrant and Licensee state legal counsel has been consulted in connection with the
decision to enter into this Agreement and if not, that there was an opportunity to do so.

The Registrant and Licensee _cérﬁt'}"this document erititled “Consent Agreel:nent” has
beenread. The Registrant and Licensee understand that, by executing this Agreement, the

‘Registrant and Licensee are walving any right to a formal bearing with rights to confront

and cross-examine ‘witnesses, to call witnesses, to present evidence, to testify on its own

" behalf, to contest the aIiegations, to present oral argument, to appeal to court in the event

of an adverse ruling, and all other rights set forth in G.L. ¢. 30A and 801 CMR 1.01 et
seq. : . .-




12/22/2005 11:49 FAX 6178711637

-Boan‘lDec No 1210 1211

 Cert Mail No.

O#YERGCOLLORA

- COMPOUNDING CENTER

Date: :ly}ou

. INPHARMACY

swKonen o

Q095,005

NEW ENGLAND

Br %c\., }\QJM

adllen, R Ph.
armacy

D:rector

J%%I\@co

Barry J. C R.Ph.

Manager icord
Date; l ~ ‘OLL(

BOARD OF REGISTRATION

- Karolf Ryle, R.Ph., N{?‘J )

' Preside__ﬁt :

. et fofeq

T -
s ~ -~
= - o
- ~
- = ~
. A = .
T - - -~
e P -
- T ~
. ~
i
i
1
H






