MD_PH-Bivision.of Health Professions Licensure

INVESTIGATION REPORT
. Pagé 1 of 10 _
. Licensee Name!: : Pocket No.
‘New England Compounding Center . DS03055
- And - ) .
Barry Cadden PH 03 066
. Priority Code: 2+ Recelived by DHPL: 2/12/2003 " DockétOpened: ~ 2/12/03
’ Ny _  Assigned: 2/12/03
-Inveéﬁ'gator Name: LeslieS. Doy!e, Compfiame Ofﬁcer
.Supervisor Name: - lf-';ﬂeén'Pnnﬁkas'.i— Director  « .~ . . : W3, ,_v-:g._e&,«é =
SECTION I: Démographics and ﬁis!:nry ‘. o - . =

A. licensee znfm_ afion
1. Name of LicenseejRespoﬁdent:
‘ Barry Cadden ' y
' 2. Address of Record:

: 3. Phone l;luml_:er(s): . _ _
Home: JENNGEENNE. - Celi: (VA) ~ Business: (508820 0506

. a, Licensee /Respondent Date of Birth: -’ ' ' ¥
5. !Jcanse Type&No.: * PH 21239 Cmmt Status: C ‘ E@. Dater 12/31/04
6. Prior Discipline (explain): | |
'Both phannaustam phamacy -have prior complaint hlStBI’Y th& spa:iﬁcs are stated below,
7. Original Date of Issuanoa'.- _ ' ) ¥ .
o m —. -~ 7116/1998 DS 2848 '

PH - Barry Cadden - Managerof mcordrsmed 10/9/1920 PH 21239
8. RecordufStandingatbuchad X Yes | . [Ino
Ifnoi;cump}etemgbem' ; ‘

' 9.. Name of Educational Institution Attended: -

University of Rhode Isiand ,
Date of Graduation: 1990 ’ . - 3 &
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Licensee Narhe: _ ' Dockei‘:No.‘
New England Compoundmg Center = DS 03_055
And -~
. Barry Cadden . PHO3 066

B. QMCHUSEHS LYCENSES HELD:

L. professionmade. e NA a S

2. License No.  -Current Status; - Exp. Date:

. -;-.?‘-‘. Prior;Discipline (explain):. 5 B g i B b s Bramade s ‘

4. Certified Documentation Attached - [Yes X No

C. NON-MASSACHUSETTS LICENSES HELD:

L Profession / Trade: Pharmacy licenses are held i in all but four states throughout
i the United States. _
2. License No. - Current Status: ‘Exp. Date:

3. Prior Discipline (éxplain):

4. Certified Documentation Attached [ Yes T X No ..
D. LICENSEE'S EMPLOYMENT INFORMATION: ‘ ‘

1. CurrentEmployer: ~ New England Compounding Center

2, Address: _ 657 Waverly St. Framinghaim, Ma 01702

- 3. Telephone Number:'  (508) 820 0606
E. COMPLAINT HISTORY: '
'Companlon cOmpIamts. (list dod:et numbers allagations, status and dlsposﬁJm)

M Stora Png; History ggd omlne.

* 20021211ds036 - Board complaint - allegations: unprofesﬁonal conduck (J@ pending board dedision -
. 2/28/03-

' 20032026d5060 ~ Consumer complaint - (Marsh) alegations: failure o acE1eIe o s!andards of practice
' (3CE) - pending hoard deusion 4,'1/03




Tt Ll

Individuals Intenriewad | When/Where? Typa Interview
(rame/tite) - (datsfime o | (i-person/phone) | (phone, address,
day) - business)
i | - e i
2.
3‘
3,
5, .
' B. WITNESSES NOT AVATLAELE FOR INTERVIEW: Docurient sttampts in case file
Individuals Contact Information Attempi(s) to contack
i (phone, address, business) (dates, times) ’

i -:1?-_ ot

' ZOOZIﬂlphMZ Board mmptamt allegations: unprofess:ona! conduct, (JCE) pendlng board deas:an
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l.icensee Name:

INVESTIGATION REPORT

Page 3 of 10

New England Compoundmg Center '

And

!&h':n'r'yl Cadden

Pha mamst Cadden Qﬂbr history ahd outcomes
19990330ph0n6 Boatd mmplaint: allegations: m!atlon of GMR 247 sectiofy 9.01(3) (JDCJ Informal

2/28/03 -

Reprimand Issued for suppl‘ymg prescriptions blanks to practition

(JCE') pend'ng board dedislori, 4/11/03

ers, d[smrssed 12{1;’0/99

Docket No.

. DS 03 055

PH 03 066

A=

P

20030226ph070 Consumer complaint - (Marsh) aﬂegatlons {aliure to adhere to standards of practzce -

- bénding{ Related Camplait}ts: (st docket ndi:hbeﬁs, allegations, status, and disposition)

See above as stated

Criminal Offender Records Information Check (CDRI) been performed? el Y&s - XNo
Indude certified copies of judgments

SECTION II' Intemews, Complainant Info & Index of Matenals;‘ Documents

A. INTERVIEWS COHDU_C_:‘[EQ List below and indude labeled interview notm in casefile

“Contact Informakion

o]
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" Licensee'Name: . ; 5 .~ DocketNo.
New England Compounding Center ' DS 03 055
- ‘Barry Cadden o _ PH 03 066

C. ‘COMPLATNANT INFORMATION:
A: NAME OF COMPLAINANT: .  Mass, Board of Registration in Pharmacy
- * B.. ADDRESS: .+ 239 Causeway St. Suite 500 - Boston, MA 02034 . ..

C: PHONE NO: (617) 727 9953 CELL PHONE: ( n/a)

D. INDEX OF MATERTALS/DOCUMENTS: Label documents/materials as noted below fn order

of presentation in the file i -
ITEM A: Complaint - _ - ITEM B:Record of standing -
I¥EM C: Complaint history ~ ITEM D: List of Concemns / DHHS/FDA
ITEM E: NECC response to allegations * . ITEM F: Air Analysis
ITEM G: NECC P&P Procedures ITEM H: NECCresponse to FDA . .~ .
ITEM I: FDA letfer to Board © - ITEM J: Copy of 2/20/2004 Compliance =+

: s Imectan. '
SEleIi:fN III: Investigation Summary .
A Allegation of Complaint: give nature code and smnmanze the-alh_agaﬁons:

Complaints as referénced in docket numbers DS 03-055 and PH 03 066 were Fled by the Mass:
Board of Registration against New England Compounding Center, and Barry Cadden, Manager of

record for the facility, based ori the failure to adhere to standards of practice for compounding. .

prescriptions. Spedifically, the pharmacy and pharmacist engaged In unprofessional conduct as
“exhibited by; failing to follow guidelines, sterility proceduires, record keeping requirements, batch

records, failing to provide certificates of analysis, proof of sterility testing; Endotoxin test results,

batch numbers and prescriptions upon request.

B.  Setting Where Alleged Incident/Conduct Occurred: -
: 1. Fadlity or BusinessType: Pharmacy - Compounding Pharmacy

- Name: . . New England Compounding Center
" Address: " 697 Waverly St, Framingham, Ma 01702
Phone No: - 508 820 0606 : < :
Contact Person: * Bamry Cadden ;

Contact’s Title: -~ - Manager of Record
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- Lic'aensea Names . S A Docket No,
New England Compounding Center - DS03055 ..
' And ‘ '

_ Barry Cadden - . . PH 03 066

2. Licenses’s Supervisor (if applicable give name): not applicable

‘Phone No: N/A
C. ‘Agt_;gmgx of B_emrd. #
1. Name of Attorney: s
. .°  Attomey John Tamkin . . 617964 2501 - )
? v kK-« Attomey Jeff Gibbs - 7 2027374268 TR Rammos w4
i Attorney PaulCirel . - . 617.371 1025 .
Hyman, Phelps, McNamara .~ 7 202 737 5600
For FDA concerns: o ;
- Attorney Douglas B Farquhar ‘. 2027375600 _ s
2. Name of Firm . T —
3, Address: : :

4. pPhone Nos. . ' £ X y
- D. Answer of Respondent (summarize ficensee's response to allegations):

.+ Licensee denied the alflegations and has submitted coples of policy and procedures along with
comective measures. 3 5 g

E. - Investigator’s Activities and Fipdings: : B _
Describe In narrative format - who, what, where, when, and why and indude citations to laws and
regulations when applicable to the case. : , A

Thie Mass. Board of Registration in Pharmacy has filed a complaint against New England Compounding Center
- (NECC) and Barry Cadden, Manager of record, as It relates to the standards and procedures, sterility, record
keeping, certificates of analys’s, sterility testing, Endotoxin test results, compound formulations, and batch_
" records for product compotinded as such records could not be produced and matched up o dispensed

Based on a confidential report submitted on a Med. Watch form to the District Office of the Feod and Drug
Administration (FDA) in Stoneham, R is alleged that NECC compounded Betamethasone Repository Injection -
6mg/mi. pursuant to patient specific prescriptions, and delivery to an unnamed medical facility where the .
medicatioh was administered to patient{s). It is alleged that the patient(s) had an adverse event after the
admjnistration of this compounded drug. In both instances the drug was prepared by New England
Compounding Center, _ et T : .

During the compounding and preparation process at NECC lot numbars were assigned to the product. Mr. -
Cadden could not produce an accouritability of the product compounded, The FDA was concerned regarding a
spedific date the Batch of Betamethasone Reposftory 6mg/m! was compounded. The error was first reported in .
March 2002. The unnamed facllity conducted sterility and Endotexdn tests on the product prepared by NECC,

the resulfs indicated a positive test for Endotoxin.
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INVESTIGATION REPORT
Page 6 of 10
Licensee N.am_e: ' s . " Docket No. -
N ew England Compoundmg Center . DS03055
. - And . . S AT
. Barry: Cadden : ¢ PH 03 066

Mr. Cadden explamed that at the hme of preparatlm, Jot numbeas were assagned to each patient, however,

upon request to review such documentation Mr, Cadden could not provide records for the lot number identified

by FDA. Mr. Cadden stated while the lof number was generated, the medication was not dispensed. However,
there was no notation to indicate such and, further no prescriptive recerds could be provided, nor could, any.
certificates of analysis, Endotoxin test results StEﬂTltyt&Ft resuilts, prooedures on aseptic f:ec:hmqu&s or records
-indicating training of staff was provided. 4.5 ; :;zugr‘-* % ; e . Ve B
~ When asked to describe his compaundmg prooess for the Betamethasone Repository, Injec‘l:lon Gmg./mf. Mr. :
Cadden stated he used Sodium Carboxymethyltellulose, as an suspending agent . After the suspending agent

was added the product was placed in the IV hood located in the IV room to cool for- up to 4 hours. A sample is
taken and sent to the test lab (Analytic Research Lab 840 Research Parkway, #546 Oklahoma City Okiahoma -
73104.) Testing rnay take up to seven days, and during this time the product remained in the-hood capped with
fail.

" Mr. Cadden dlso stated the med:cahon was being admmstEmd via the epidoraf route, a non-approved route’ of :

) admmtsl:ahan In response to this mcuient, NECC changed the smpenmr;g agent to. Rolyg!yco!

. CORR.ECTIVE MEASURES;

- b

In February, 2003, Mr..Cadden raponded to the allegations with comrective measures in Febmary 2003 s‘la’ung
that he hired a consultant to develop policy and procedures. {Mr. Eric Brennan). All technidans are now

certified and registered with the Board of Pharmacy. All staff receives training from Phan-nacy Compounding R

"Cenuerommenm {PCCA) in Texas after six month of employment. In addition:
‘1) All chemicals purchased are in date; beyond use dates are included on each formulation. Al
) pmdudsareorderedﬁmnFDAregtstexedfmﬂﬂies .
2) PCCA provides formulations for compounding,
. 3) vCarhﬁc:ateofanalys:stfaﬂd?emrcalsarenuwkeptonsfte
S4 Analytical tests results are obtained and kept on Site. '

5) log sheets are current and up to date reflecting product narme, active ingredients, expiration dates,
‘manufacturer lot numbers, pharmacy lot numbers, name of patient, and Rx number. Expectedyze]d
will ba Induded on all log sheets for each compounded product, All prescriptions can be traced
bad:tnalotmmiberﬁumenablmgH:ephammsttobampmductinﬁaeeventofanadverse
event or recall. ;

6) Policy and procedures are onsfte,andanployeesreadand slgnaslatementof understanding.

7) Random samples are routinely collected and sent to an independent lab for sterility, and Endotoxin
(pyrogenicity) testihg. Remalnder lots are placed in a quarantine area i.e.: refrigerator if needed,
pending test results. Products of same lot are not re-tested In future, Samples are collected and
nﬂaobiaitestsaremletedhaemumhemdudgare%i&Eadlbulkbtofs!m'ieend

) modmtsmustbe@tadforsh&rﬂeﬂmdotnm,andﬁmga!grwmbyanindependentiab -

8) NECC has implemented an aseplic process validation protocol simflar to USP 25-NF21 < 1211

- "(NECC-SOP 7.20).
-9 Whenpmdudbeumesoutﬁaﬁad ftisplauadlnad@gnatedareamﬁitcanbedeslmyed.

10) NECChasobtamedmesawmufaDEArevemedtshfbtm
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Licensee Name: - - o _ Docket No.

11) NECC dispenses and prepares products for compounding pursuant to a valid pabent prescdpﬂon )
. obtained from a prescriber, and reduced to wiling on an approved presaiption blank.. - -
- 12) In Jantary 2003 NECC changed fo a Class 10 Microenvironment for preparation of alt sl:en‘!e
__ products / infectables. Autociaves are used to sterilize products and vials, -
. 13) NECC did conduct the recall requested bytheFDA both in wrmng and by means oftelephone
communication on 2/14/03. :
14) Sterilized vials are purchased from an outside vendor Rubber stoppers are nnsed in Sta‘ﬂemtertn
i movepamwlatematterandﬁ?enautbdavadaocorfﬁngtOSOP i, :
15) SOP for weighing balances has been devéloped and printouts are attached to log sheets, - =
: -16) Formulation Jogs Incliide examiriation of end pmdud:for dosm’e mtegn‘ty, color, dant)r, and
' presence ofvisjbie foreign partides.
17) Documedilzfion bf calibrations of & Baxa Repeater Pump and maintenance of all measnmxg-“‘
equipment is now located in SOP and are Tn effect. - : T
18) SOP’s-are in place for sterile and non-sterile compounded product. . . L2
19) SOP's are in place for complaints and for tracking of mmpiamis
-.20) All USP and NF guidelines are-foflowed. -
21) NECC uses NABP's Model Rules, adheres to CMR 247, FDA 795 (non— sterile products\ :L2£}6/797
(sterile products)-and Chapter 460.200.. . -

] .Descnbe ddwmentat!on ,‘facts that support allegahons'

In Apn‘! 2002 the Board had the fo!lowmg conicernsy” o k
1) Pharmacy continues to reduce to writing orders on bulk purchase order fonns and»not on
. approved prescription blanks, An issue previously addressed with Mr. Cadden. - -
2) " Batch logs are not initizled or signed by tedhinicians preparing the compound.
3)" Expiration dates are not current on the batch Jogs. (Mr. Cadden stated that the .
explrations dates upon receipt of the Pprodud: were entered into themmputer however
" - they were riot updated upon filling of the prescriptions.)
4) - On some occasions wholesalers would net furnish certificate of anaiys:s. :
5) Calculations performed by technicians were not documented on the pr&:mpﬁonand no
pharmadst verification documentation' to ensure the calculations were accurate.
. B) Plﬁ;mphcnsaremtﬁledinatimelymanner ! -
" 7) Perpetual inventory for control substances schedule I performed every 30 days: -~ = -
- 8) Cw:eschEAL:censesarenotkeptatmephamaq, but at the licensee’s home. :
-9) Coples of CMR 247 not on location, biennlal inventory not available for review,
.+ technidans were not wearing name badges.
-10) Pharmacy did not have a reverse distributor for recalled and / or out of date product.
11} Phartacy had no written documentation that technidans review technidian rules and
regulations as they refate to CMR 247, or, any fadility policy and procedure as they relate
o mmpoundlng, or reg:st:atmn E)ams.

InOd:ober 2002, Board had the following conoerns’ FDAhveshgah:rs informed the Mass.Boardaf
Pharmacy that a seadnd incident involving NECC ocrurred. The compounded product was identified as
Meﬁ:ypredmsolone Acetate. _ o
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R Licensee Namie: . - - Docket No.
New England Compaund mg Cenber ; ‘ DS 03 055 |
. And i
Barry Cadden T ' T T T PH 03 066

In February, 2003, the Board had the foilcmm concens: E
: 1) Batch logs.are npt intizled or signed by techniians preparing ?;he compound. . -
2) Expiration dates are not current on the batch logs. (Mr. Cadden stated that&ee»qmaﬁon :
dates uppn_receipt of the product were entered mtnthe compuier however, meywere &
not updated when filting of the prescriptions.) :
3) On some occasions wholesalers would not fumish Uertn‘icate of analysis, sterility te;!:mg !
7 Endotoxin t&:t:&surts and batcb narnbers, and mlg‘spencr _Dg-,.p:ascnphons could notbe £ 5
4) Presmphons are. ok fled-in atimely manner, .. -
5) -Perpetual :nvmtnryforconhﬂmbsﬁnnes sdaed”ulelllsperformedeverym days

_ Describe any mformabon learned or mbmﬂ:tad that does not support ﬂ-;e a{!egatmns.

i Food and Drug Administration Immbgators agreed that New England Compomdmg was not manufactunng

any product.

Describe any information requested and not received:.

_Ali dommentahon :equt-::smd fmm Mr Gadden as part of this uw&:bgatan has been provided. -

Descnbe any exhibits no!: in case file (radmgraphs f:apes, etc.). De-_-;cnbe Iucaﬁon and ‘I.'Iﬂﬂ'l whom.
N,{A 2 .

List other state{federal or municpal agena&l: fnvolved or also mweshgatmg this case and .
mdude contact information (rxame, address, te!ephone ho.)} :

Food and Dmg«pdmmmamﬂ-ssmneham -MA EE); — nweshgator -
mmp[iance officer, —mmpﬁance officer, pharmadst

E. In your opinion should case go to Medical Error Tnage? _ D Yes )d:] No
s Explain: :

G. Summary of alleged violations of regulation/statutes:

CMR 247 9.01{3) - prescription pads
CMR 247 9.01 (14) - perpetual inventory
CMR 105 721.032 - prescription blanks

USPandASHPgmdeﬁnes , / L( | . = L * L
, mvemGATORSIGNATURE é’%ﬁ DATE” Mﬁ*f 2053

sweav:rsoasmmm Oies DATE (4o«
t*#*tmttt#ttt#ﬂyzs##*m*#‘;f FEFEFE kg FRFRERRRS SR ddcgdd kb ddkpgd ik
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- Licensee Name:. ‘ ' " Docket No.
i New England Compound‘ ng Center DS 03055
And e '
Barry Cadden : . PHO3066

STAFF RECOMMENDATION: Pre-Board Staff Review Date:

Dismissal o %k Formsl Repimand
Dismissal without prejudice - Censure
_  Dismissal with prejudice i : Summaxy Suspensijon .
- f-+ ' No VWglation Lol RS -Sﬁsperxsi‘on fermd - - .o, EE- &
g Lack of Sufficient Ewdence ) ; ’
Advisory Letter : w - . Probatmn terms’
LI ’ " . Stayed Probation term:
Continuing -Education _Revocation !:errn
: Offervéluniarj Smrer_nqér ‘ B ' : Non—disciplinary Agren_ament_. :
Notes:

Based on this phannacy’s history as ft relates to prior | concerns of the Board agents since 1999, it s this invesl:lgabar‘s

. opinion that a formal reprimand should be Issued.-At this fime February 20,2004 -a re-inspection of the phammacy =

_ indicated that the corrective measures are In p!ace and have been followed through as stated in Mr. Caddens response to
the Board. -
;—,;p* ,,,,,,,,,,,,, HEFTLFERER : T T T T o e ok fkkkkkE

BDAR!)'S Dedsion] Remmmendahnn. Board Meeting Dates

D:shussal_ o ' Formal Repz‘fmand
Dismissal without prejudice . Censure |
Dismissal with prejudice  Summary Suspension
No Violation no,
Suspension term?’
Lack of ﬁlfﬂdant Evidence _ ' -
'Advimy l.eti:er . Probation term:
" Continuing Eduﬁon ‘ - : Stayed Probation term:
* - " Revocation term:
Offer Voluntary Surrender

Notes:
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Licensee Namie: - - . - Docket No:
t‘4’1}‘!3_&5:

T Ty S T T Ln *‘.*t**#ﬂ###**#**#é#ﬂt#**t*t ExkEFE

DISPOSITION OF CASE: ‘ y - -
Refer to Board Counsel ~ Date: . . '
o “Refer to Prosecution Date; iR - Y OBITG el =

Other - N : _.“' -
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