From: I

Sent: Wednesctay, July 08, 2015 12:09 PM
To: Blumberg, Eric

Ce: ]

Subject: RE: Ameridose

Tnanks. ] dpn’l 1hink we know enough right now 1o know whelher there are curren! serious problerns thal raise real safety
issues. We'll have t.o make lhal assessment siter the inspeclion and then act approprialely, thouah | apree we shoulg
have them gather whal (hey'd need lo to make seizure viable i the facls warrant, . N

From: 8lumbery, Enc

sent: Wednasday, July 06, 2011 11:35 AM
Tos
Ce:
Subject RE: Armngndose

His CDER's call, bui if the problems are serious safely issues why would we o"lﬁ'séﬁé a \;'L’L7 Wh i
. . . M ' Gy . ! not ?
(The inspeclors should gather infd about the viabilily of 2 seizure - amounl of arlicles op Nags £ so i can m);'xe asgggsion
on remedy, i necessary.)

from: _ _ =

Sent: Wednesdzy, July 06, 2011 10:20 AM
To: Bly,

e
Subject:

Highly confidential. Provided to House Comnitise on Energy & Commerce.



CDER's reesons for wanting to inspect Ameridose:

¢« Labeling

2 4

+ Most recently an 2/15/11, an email sthﬁqﬁf“hoﬁﬁcd FDA that Ameridose was

s+ BUD

« 797

labeling TV bags thai containeg conegntrated sediom chloride 23.4% with the statement
“Caution Concentration: May Need (§Dilute™ The commercial product states that the
product “Must Be Diluted” and unfler no circumstance would this product not need to be
diluted. Amendose changéd the Tabel afier this incidence: however safety concerns about
their labeling of other products remain.

The 2010 inspection relating {o Nicerdipine products revealed that the firm put a BUD of 75
days. The mapufactured product labeling states that “The Diluted Solution is Stable for 24
hours at rogm temperature.™ Test methods that Ameridose used with Dynalabs were sent to
DPA lab.for review. DPA reported back thet the Dynalabs testing methods did not mest the
necegsary requirements to be accepted as a validated method. The sponsor of nicardipine and
Ameridose has since settled amongst themselves.

.On November 22, 210, an inquiry from the State of California Department of Public Realth

notified FDA that hospital in Szn Diego bad Succinylcholine syringes from Ameridose with a

~%0-day shelf life, The manufectured product labeling states that multi-dose vials are “stable

for up to 14 days at room temperature without significant loss of potency.™

Based on USP chapter 797, under the Determining BUD section, “the properties stabilized ip
the sterile vial for injection formulation usually cannot be expected to be carried over to the
compounded or admixed preparation.” Ameridose continually extends their BUDs of
products for long periods of time. Based on the evaluation of the nicardipine from above, the
lesting method is not valid.
The firm has never been inspected under 797.
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s Repackaging
+ Based on the 2008 inspection. Ameridose was involved in repackaging oral and injectable
drug products. The 2010 inspection found the facility to repackage liguid RX and OTC drug
products, hawever no longer repackaged tablets. The EIR states that “they use commercially
available parenteral drug products to make varjous IV dosage products as requested by their
customers.”
« Therepackaging of sterile dmg produets would require an NDA, or prescriptions. Neither of
the two currently does Ameridose possess.
s Registration and Listing
= Ameridose is regisicred with FDA zs & repacker; however none of their products are listed ip
eDRLs.
¢ Alsoregistered as a pharmacy with the state of Massachusetts and licensed in all wfates
« Prescriptions g
e Asstated sbove, Ameridose does not have pzmcnt-Specrf ¢ prescriptions far most of thelr
products. The 2010 inspection revealed prescriptions only for dialysis p?oducts, but
otherwise they did not have prescriptions for other products.

Senior Counsel #
Food and Drug Division, OGC
White Oak Bidg 32, Rm 4380
10803 New Hampshire Avenue
Silver Spring, MD 20983-0002

This e~mai] message is intended for the exclusive use of the recipient(s) namud ibove. )t may cantain information that is protecied, privileped,
ur confidential, and it should not he disseminated, distributed, or copied 10 perrans net 2uthorized to rective such information. 17 ¥OL are not the
intended recipient, any dissemination, dissribution o capying | insmictly prohibited. If you think you have received this e-maii messere in crror,

picase e-mail the sender mmediately at paipe.iaylor@ fdathhs.govy.
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