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From: Silverman, Steven

Sent: Tu 17,2006 11:20 AM
To:

Cc: Nasr, Samia;

Subject: RE: NECC

-l

Thanks for the update. This certainly is not a 320 lead. I'm passing
this information on to Samia for her consideration of this matter in
relation to the team's other enforcement priorities. As we discussed, MNECC
is a repeat player, so it might deserve attention that other operations
wouldn't merit. But the team is caught up with a range of high-profile
issues, so this may need to wait (especially absent reported injury).

Samia -- let me know if you have any questions or would like to
discuss this matter. 1I'defer to you about how to proceed. Thanks.

-—- Steve

————— Original Message--—---
From - I

Sent: Tuesaay) January 17, 2006 9:45 AM
To: Silverman, Steven
Subject: Fw: NECC

There may be one of two health concerns:

If the pharmacy compounds with a preservative, it has to be done
carefully( preservatives are toxic), the right one in the right amount.

If the phrmacy compounds a multiple use vial we will expect to see
addressed the issue of repeated use contamination (usually by incliding a
preservative in the product design). '

From the correspondence it seems like the first one above would be the
concern.

Do you agree that the action needed is an investigation by the pharmacy
compounding team to determine what kind of methotrexate product is being
offered by NECCji}

Sent from my BlackBeirry Wireless Handheld

————— Original Message-----—
From: Silverman

To:

Sent: Tue Jan 17 (08:23:28 2006

' I



1t ilooks llke,

i viosuggestsd, Thils pharmacy is :ncluding tihe
tive for nolitid:

pressrva —use MTX. I that's ithe cage, am I richt in
unGerstzanding that the hea:in vencerns that we discussed this marrinyg mey
net s2x2isv?  Thanvs,

Gent: Tuesdzy, January 17, 7I)€ 7:3% Y
To: Zilverman, Steven

Subiject: RE: NECC

Could tnis pe an zdvertisemsn:, fcr pharmacy compcunding?

Tre name of the 'MTY wi-hocur
the 'mein marnuvfacturer(s)'
preservative products approve

rvative' is not given. 1s/Are

I think they have
o svaiiable??

ny more

Methctrexate is a drug that requires avplication avproval. The one
referred 10 may have been aﬂprcved without previsicn for maltiple
injecticns from the same vial. 11.160(b) s available for & specificaticn
chnzge, hut for drug cducts rCuL_lJng aprroval we usuallv defer to ths
review divisions to get them right, but . investigate. I suggest a
rharmacy compounding team folicw-up to m te ask some o these
guestions.

s
Br
e
T

————— Qriginal Message-----

Frem: Silverman, Steven

Sent: Monday, January 16, 2006 9:36 AM
Te:
Ce:

Subject: FW: NECC

FYI -- possible GMP zssociated with reusable MTX without necessary
preservaiives?

-~ Steve

----~Criginal Message—-—---
From:

Sent: Saturday, Januvary 14, 2006 6:49% PM
Subject: NECC




tanle nethotrezaze [("MT%N")
al ¥7X =0 this does rint
~kers who do dse injectan.ie
\

‘-’ Lt
fl'
n 1<

tek
W ovie have many grous
MTY lor variues reasons ‘instead af ar

T undersstend <hat mEin menufactureris) of irjectable MTX, fcr
whatever reasor, is ‘ oanly rrodacing NTX wlthout the reeded
reservative incliuded -o Sﬁop ~he c*ow-n of necteria in tue vizal. In
crder for a vial of an infectable stero: ¢, like MTX%, to ke punctured
more than once it reeds To centzir a preservative L0 stop the growth
¢f bacterie. Withcuz the inclus: whe preserverive, the wvial
(withcut preservative! e¢ &gain aiter the initiszi
puncwure. bBscause of i f getting irjectable WMTX
with the preservative, mary patients have been
switched over tz the or

5 = tp
1t (_L‘
0

39 gt

If vou zre having this problem, I lzave heen maae aware of one plzce
vhere you can get iIntectable MTX with tre preservative, This

ab/phiarmacy has MY available fcr hoth ciliric and outpatient use. in
crder LC Process an crder they only need the physician's name and
telephene rurker. They wili sreak with the phyeiciazn and provide

crderinrg infermation., <keldsT hey do not need or desire to have the
patisnts name,

</bold>

In order to process such a zeQuest your physician could contact:
Jood

New England Compounding Center

This was sent to my lcocal grcun in the DF#¥/Ft Worth area.
Y









