JOSERH K. KELLER
VEROME M. HECHKHAN
WILLIAM M, Ll

BHEILA A, WILLAR
PATRICK U, HURD

HMALEOLM O. MACARTHURA
WAYNE V. BLACK
TERRENCK B. JONLE
MARTIN W. BERCOVICI
JOHKN 3. ELDAED
CARGLE C. HARNIZ

MARY MARTHA MCNAMARA
MICHAEL F. HORRONE
HARK FOX EVINS

JOHN B, RICHAADS
JOMN B. DUSECK

PETEA L. ok va CAVZ
CHRIETIRE M, GWLL
MELVIN 3. DROZEN
SHIRLEY 3. FUIHIOTO
LAWRENGCE ®, HALPRIN
RALPH A, §IMMONS
PETER 4. SUSBER

C. DOUBLAS JARRETT

*NOT ADMITTED IN D.C.

O. MIAKD
FREDCRICK o, OAY, JR.
MARCIA K. COWAN

B CRAIG TAUTFEST
MARN A, BIZVERE
MICHAEL &. RENNET
. FRANKLIN KOONTZ
CATHERINE N. ROEHER
RICHARD A. JAFFE*
VEEFREY 5. RENR
MAIS ANNE MONTE(TH
ELLIOT RELILOS
BRANNON L. CENMAN
BUSAN €. FOX*

HARK L. ITZKOF?F
€OWiN C. MOURE*
HMARC BEREURA
JUSTIN B, MECARTHY
KENNETH A. DLREN
JEFFREY 8 LANG®

LAW OFFICES

KELLER AND HECKMAN

1150 17 STREET, N.W.

SUITE 1000
WASHINGTON, D.C. 20036

(202) 858-5600

February 8,

1990

SCHINTIFIC STAFF
DANIEL 8. DIXLER. Pw. D.
CHARLES V. BREDER, Ax. D
ROBEAT A. MATHEWS, Pu. D.

JOHN P. MOODDERMAN, P D.

HOLLY HUTMIRE FOLLY
JUSTIN C. #OWELL, Pu. D.

TELECOMMUNICATIONS
ENGINEER
CHARLES r. TURNER

TELEX
“® SBBB(

TELECOPIER
iZ20R) 2R6-7682

CASLE ADDREBS “"HELMAN"

WRITER'S DIRKCT DIAL MUMBER

(202) 956-5641

YIh FACSIMILE

Mr. Joseph C. Ledvina
vista Chemical Company
900 Threadneedle Street
Houston, Texas 77079

Re: FDA Status of PVC Resins Manufactured with BUS 80
Dear Joe:

In your facsimile letter of February 2, 1990, you
requested our opinion on the Food and Drug Administration .(FDA)
status of polyvinyl chloride (PVC) resins manufactured with the
use of a production aid, known as Build Up Suppressant (BUS)
80. BUS 80 is not intended to be present in the finished food
contact article, but the PVC resins may contain trace amounts
of BUS 80 as a result of the manufacturing process. Vista has,
therefore, performed extraction studies to determine what, if
any, residual levels of BUS 80 may be present in its finished
PVC resins. These extraction studies indicate that BUS 80 is
not present in resin samples at a level of 50 parts per
billion. Based on this information, if appropriate extraction
studies were conducted on food contact ar+icles prepared from
this resin, and assuming 100% of migration of the BUS 80, it
would not be detected in food simulating solvents at an
analytical method sensitive to 50 ppb. Hence, BUS 80 is not
reasonably expected to become a component of food, and is
therefore, not a food additive.

Thus, it is our opinion that Vista's PVC resins,
otherwise complying with the Food Additive Requlations, may
properly be used in contact with foods without regard to the
use of BUS 80 as a production aid in the manner described, and
that such use of the resins may be said to comply with the
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Federal Food, Drug and Cosmetic Act and the Food Additive
Regulations. We will provide you with a more detailed longer
letter within the next few days explaining the basis for our
opinion.

We trust that, for the present, this letter is
responsive to your request for our opinion on the FDA status of
Vista's PVC resins. Should you have any gquestions, however, or
if we can assist you in any other way, please do not hesitate
to let us know. -

Cordially yours,

-

Peter L. de la Cruz
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Mr. Joseph C. Ledvina
Vista Chemical Company
900 Threadnecedle Street
Houston, Texas 77079

Re: FDA Status of PVC Resins Manufactured with BUS 80

v

Dear Joe:

In your facsimile letter of February 2, 1990, you
requested our opinion,on the Food and Drug Administration (FDA)
status cof polyvinyl chloride (PVC) resins manufactured with the
use of a production aid, known as Build Up Suppressant (BUS)
80. BUS 80 is not intended to be present in the finished food
contact article, but the PVC resins may contain trace amounts
of BUS 80 as a result of the manufacturing process. Vista has,
therefore, performed extraction studies to determine what, if
any, residizal levels of BUS 30 m be present in its flnlshed
PVC resins. These extraction stud®ws indicate that BUS 80 is
not present in resin samples at a. “level of 50 parts per
billion. Based on this information, if appropriate extraction
studies were conducted on food contact articles prepared from
this resin, and assuming 100% of migration of the BUS 80, it
would not be detected in food simliating s@ivents at an
analytical nethod sensitive te 50 ppb. Hence, BUS 80 is not
reasonably expected to become a component of food, and is
therefore, not a food additive.

Thus, it is our opinion that Vista's PVC resins,
otherwise complying with the Food Additive Regulations, may
properly be used in contact with foods without regard to the
use of BUS 80 as a production aid in the manner described, and
that such use of the resiqs may be said to comply with the
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Federal Food, Drug and Cosmetic Act and the Food Additive
Regulations. We will provide you with a more detailed longer

letter within the next few days explaining the basis for our
opinion.

We trust that, for the present, this letter is
responsive to your request ‘for our opinion on the FDA status of
Vista's PVC resins. Should you have any questions, however, or

if we can assist you in any other way, pleasa do not hesitate
to let us know.

Cordially yours,

Peter L. de la Cruz
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