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March 4, 1588

To: Qur Yalued Customers
Subject: Bovime Origin Products

With refareace 1o the concerns aboul Bovine Spongiform
Ercephalopathy (BSF), we wish to advise Yau as fol lows:

american Laborataries, [nc. does net purchasa, process, ar
offsr for sale any Bovine oroducts originating from any country
in which Bovine Spongifoarm Encepnalcpatny (BSE) is currently
known to exist. These countries are ident:fied and listed &3
“Restricted” for the impertation of ruminants, meat and meat
sroducts from ruminants, and cartain other runpinant products by
the USDA, Animal and Plart Hea'tr Inspection Service as it was
gublished in the Federal Registar: January &, 1938 (Volume 83,
Numiber 3), Rules and Regulations, Pages 406 - 4C&8. Tha gountries
which are there identified as BSE affected are Albania, Austria,
Sglgium, Bosnia-Herzegovina, Bulgaria, Croatia, Czeeh Republic,
Cenmark, The Federa)l Repukl<c of Yugeslavia, Finland, France,
@ermany, Qresge, Hungary, The Republic of Ireland, Ttaly,
Luxembeurg, the former Yugesiav Regublic of Macedonia,
Netherlands, Narway, Cman, Poland, Portugal, Ramania, The Slovak
Resuslie, Slovania, Svain, Sweden, Switzerland, and the Urifed
Kimgdom (Great Britain, Northern [reland, and the Falkland
lslands}.

Cur plant is registersd with both the U.S.D.A. [# 5805) and
the F.D.3., (Establishment # 1920841). We are inspeciad Dy both
+he £.0.A. and the U.5.D.A,, and our processing records are
raviswsd by both agencigs.

The attached article is a cooy of the latest statement
issued by the U.S.D.A, on BSE. This statemant verifies that BSE
is mot known to exist in the U.S.A, and further explains some of
the packground, history, and prevantiative measuras taken.

Thank you for your considerations and if you have any
further gquestions regarding this infcrmation, plsase Tael fres to
contact us.

Yours vary truly,

Allen L. Asherin
vize Fresident Regulatory Affairs
ALA:cce
anc,
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To: {mir Valnad Cupstomer
Bubject: Glandular Products

This is in regerds to the cuncerns expressed by the Frod ang
Drug Administration in their letter.

First of all, we DO NOT purchase, process or offer amy
Bovine product which is from France, Great Britain, Ireland, Oman
or Switzarland.

Comparad to the total products that we provide, we do
process 358 of all bovine products offeraed and origin of +he -aw
material is from the United States. Bovine Spengiform
Encephalopathy (33E) is not known to exist in the Uniled Stares,
We will only use product which has been g¢ollected under United
States Department of Agriculture inspsction. All animals have
raceived anti and post mortem inspesction and have been found
suitable for consumpticfi by mankind. Our plant is registered
with the USDA (Establish 5805) and FDA [Establishment 19-20841).

For the product which we process but originates outside the
U.S,, we must ebtain a USDA Import Permit. This permit reguires
that the country of origin be identified. Along with this, we
have tc advise under what conditions the product is collected.
The frozen product is shipped in a refrigerated containar which
has been sealed under USDA regulatiens. Upon arrival in sur
piant, we will process the product in the same manner as the
product which is of U.S, origin.

For apy product which may be provided to us in a processad
form, we again must obtain a USDA Impe:st Permit. To the best of
our knewledge, we are the only U.8. firm cffering glandular
products which obtains the USDA Import Permit for zach producs
imported. We must provide the actual processing procedure which
incindes time and tempsrature that the product has been
subjected. The USDA will review and oniv after meeting their
critaria, will they issus us the Import Permit. Upon receipt of
any finighed powder, we will blend in & P-K blender to assyre a
homegenous produect.  Bach product is tested inm our laberstery for
chemical and microbielogical characteristics. No othar imperier
can provide this gquality assurance.



