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P-USA is a corporation that is headquartered and
has its manufacturing facility in the United States.
Its wholly owned subsidiary is P-PR, which lists as its
headquarters, officers, and directors the headquarters,
officers, and directors of P-USA. A is a corporation
unrelated to Ps that manufactures in Puerto Rico a drug
named Avitene. On Dec. 18, 1987, A and certain related
entities sold to Ps the equi pnent, technol ogy, and
ot her assets (except A's manufacturing facility in
Puerto Rico) connected to Avitene’'s manufacturing. As
part of the sale, A agreed to continue manufacturing
Avitene primarily for P-PR using the facility and | abor
furnished by A and the raw materi als and equi pnent
furnished by P-PR (A al so used P-USA s technol ogy.)
In return, P-PR generally agreed to pay A a fee equal
to its manufacturing costs plus 10 percent. Throughout
nmost of the relevant period, P-PR had no enpl oyees and
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reported as its primary source of inconme receipts from
the sale of Avitene. P-PR deducted fromthose receipts
anounts that it paid to P-USA and A for | abor that they
expended on Avitene’ s manufacturing process. P-PR
claimed on its 1992 Federal incone tax return that it
was entitled to a $1, 993,264 Puerto Ri co and possession
tax credit under sec. 936(a), |I.R C Ps argue that P-
PR nmet the “active conduct of a trade or business
within a [U S.] possession” requirenent of sec.
936(a)(2)(B), .RC., by virtue of: (1) A s activities
in Puerto Rico, (2) the fact that A manufactured
Avitene using P-PR s raw materi als and equi pnent, (3)
the fact that P-PR continued to own the raw naterials
fromthe tine that it received themuntil the tinme that
it sold themin their manufactured formas Avitene, and
(4) the fact that P-PR paid P-USA and A for the cost of
their | abor connected to the Avitene manufacturing
process.

Hel d: P-PR did not actively conduct a trade or
business in Puerto Rico as required by sec.
936(a)(2)(B), .RC.; i.e., P-PRdid not participate
regularly, continually, extensively, and actively in
t he managenent and operation of a profit-notivated
activity in that possession.

David A. Hickerson, for petitioners.

Theodore J. Kletnick, Alan S. Kline, George Curran, Jennifer
Al l an Kassabian, Marie E. Small, and Melanie A. Garger, for
respondent.

OPI NI ON

LARO Judge: These consolidated cases were submtted to the
Court without trial. See Rule 122. Respondent determ ned an
$815, 196 deficiency in the Federal inconme tax of MedChem (P.R ),
Inc. (MedChem P.R ), for its taxable year ended August 31, 1992.
Respondent determ ned a $1, 705,019 deficiency in the Federal

i ncone tax of MedChem Products, Inc., & Subsidiaries (MedChem
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Goup) for its taxable year ended August 31, 1992. Foll ow ng
concessi ons, we nust deci de whet her MedChem P. R neets the
“active conduct of a trade or business within a possession”
requi renent of section 936(a)(2)(B). W hold it does not.!?

Unl ess otherw se indicated, section references are to the

| nternal Revenue Code applicable to the relevant years. Rule
references are to the Tax Court Rules of Practice and Procedure.
We attach hereto as appendix A a summary of some of the critical
events that occurred during: (1) The 20¥% nonth period from
Decenber 18, 1987, to August 31, 1989, that preceded the 3-year
test period relating to our determ nati on under section
936(a)(2)(B), (2) the 3-year test period from Septenber 1, 1989,
to August 31, 1992, and (3) the 20-nonth period from August 31,
1992, to April 1994 that followed the 3-year test period.?

Backgr ound

The parties have filed with the Court a stipulation of facts

and certain related exhibits. W incorporate herein by reference

1 G ven that holding, we need not and do not decide the
parties’ other dispute; to wit, whether MedChem P. R manuf actures
or produces a product in the possession as required by sec.
954(d) (1) (A

2 W take into account petitioners’ actions in years
subsequent to their 1992 taxable year to evaluate their prospects
during their 1992 year. See Levin v. Conmm ssioner, 832 F.2d 403,
406 n.3 (7th G r. 1987) (Tax Court allowed to rely on subsequent
events to determ ne whet her those events were consistent with the
Court’s judgnent of the facts available in the year in issue),
affg. 87 T.C. 698 (1986).
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the stipulated facts and exhibits. W find the stipulated facts
accordingly, and we set forth the relevant facts in this
background secti on.

MedChem Products, Inc. (MedChem U.S. A ), is a Massachusetts
corporation whose principal place of business is in Wburn,
Massachusetts (Wburn). MdChem U. S. A, succeeded MedChem P. R
followi ng the subject years through a nerger of the latter into
the former. MedChem P.R was incorporated in Delaware on
Decenber 8, 1987, as MedChem Puerto R co, Inc., it changed its
name on Decenber 22, 1987, to Bi oChem Products, Inc., it changed
its State of incorporation on March 1, 1992, to Massachusetts,
and it changed its nanme on Novenber 25, 1992, to MedChem P. R
MedChem P. R and its predecessors (each hereinafter referred to
as MedChem P.R) were always wholly owned subsidiari es of MedChem
U S A

The origi nal books and records of MedChem P. R and MedChem
U S.A are maintained in Whburn on an accrual nethod of
accounting and on the basis of a fiscal year ending on August 31.
Duri ng each of MedChem P. R ’'s taxabl e years ended on August 31,
1990, 1991, and 1992, all of its reported incone was “intangible
property incone”, sec. 936(h)(3), attributable to the sal e of
Avi tene, a pharmaceutical manufactured in Puerto R co by Al con
Puerto Rico Inc. (Alcon P.R), an unrelated entity. Avitene is a

bl ood clotting drug that is manufactured fromthe interior
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collagen-rich lining (corium of cowhides. It is used during
surgery to control bleeding. It was primarily manufactured by
Alcon P.R during the relevant years in the fornms of 35x70 nm
nonwoven web and 1 gram finished flour.

MedChem U. S. A. | eases office, research, and manufacturing
facilities in Wburn. It |eased 32,000 square feet in 1989, and
its 63 full-tinme enployees on August 31, 1991, worked in that
space. On August 31, 1992, MedChem U.S. A. | eased approxi mately
50, 000 square feet at tw facilities in Wburn. MdChem U S. A’s
144 full-time enpl oyees on August 31, 1992, worked at MedChem
U S A’s manufacturing facilities in Wburn and San Antoni o,
Texas.

The individuals who were connected with the Avitene
manuf acturi ng and sal es busi ness (Avitene business) were enpl oyed
by MedChem U. S. A, MedChem P.R, Alcon P.R, or Kelly Services,
Inc. (Kelly), a supplier of tenporary |abor. Each MedChem U. S. A
enpl oyee connected with Avitene was paid by MedChem U. S. A and
had his or her office at MedChem U. S. A.’s facility in Wburn.
MedChem P. R had no enpl oyees after June 30, 1990. MedChem
P.R’'s only enployee before July 1, 1990, was Jose Perez, and
MedChem P. R term nated himon June 30, 1990. Nor did any of
MedChem P.R "s officers or directors have an office in Puerto
Rico after June 30, 1990. Al of MedChem P.R ’'s officers and

directors, except M. Perez, were officers and/or directors of
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and, after June 30,
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1990,

officers or directors was paid by MedChem P. R

none of MedChem P.R 's

The individuals connected with the Avitene busi ness are

listed bel ow by nane, affiliate, office |ocation, position, and
period of affiliation in the |isted capacity.
Ofice Period of
Nane Affiliate Location Posi tion Affiliation
Acosta, Eugenia MedChem U. S. A Wobur n Manager quality systens 1
Al'i fonso, Ranpn Al con P.R P.R Di rector of manufacturing 1985-93
Brophy, Frank MedChem U. S. A Wobur n Vi ce president-nkt. & sal es 2/28/90-9/26/91
Vi ce president—marketing 9/ 26/ 91-8/31/92
Carrion, Jimy Al con P.R P.R Avi t ene production nanager 1992- 95
Castro, Raynond Kelly, Alcon P.R P.R Pl anner/ buyer 1990-91
Donal dson, Jonat han MedChem U. S. A Wobur n Di rect or 9/ 1/ 89-8/ 31/ 92
Presi dent/chief oper. off. 9/1/89-8/31/92
d erk 9/ 1/ 89-8/31/92
MedChem P. R Wobur n Presi dent 9/ 1/ 89-8/ 31/ 92
Secretary 9/ 1/ 89-4/12/91
Di rect or 9/ 8/ 89-8/ 31/ 92
Fal vey, Paul MedChem U. S. Wobur n Assi stant treasurer 12/ 1/ 89-8/31/92
Ferdman, Ariel MedChem U. S. A Wobur n Dir. of core technol ogy 1988- 94
Gef f ken, Dani el MedChem U. S. A Wobur n Treasurer 12/ 1/ 89-5/ 29/ 91
Chi ef financial officer 2/ 28/ 90- 5/ 29/ 91
MedChem P. R Wobur n Treasurer 9/ 1/ 89-5/ 29/ 91
Assi stant secretary 9/ 1/ 89-4/12/91
Secretary 4/ 12/ 91-2/ 17/ 92
Hansen, Lee Al con P.R P.R General plant manager 1981-94
M cal e, Domenic MedChem U. S. A Wobur n Producti on supervi sor 1
Moran, Sean MedChem U. S. A Wobur n Treasurer 5/29/91-8/31/92
MedChem P. R Wobur n Secretary/clerk 2/ 27/ 92-8/31/92
Treasurer 2/ 27/ 92-8/ 31/ 92
McDonough, John MedChem U. S. A Wobur n Fi nanci al enpl oyee 1
Perez, Jose MedChem P. R P.R General manager 2/ 29/ 88- 6/ 29/ 90
Assi stant treasurer 9/ 1/ 89- 6/ 29/ 90
Ri vera, Luis Kel l'y P.R Pl anner/ buyer 1992
Rodri guez, Maria Al con P.R P.R Avi tene prod. supervisor 1990- 92
Rudol ph, Cathy MedChem U. S. A Wobur n Qual ity assurance worker 1
Santiago, Maria Al con P.R P.R Director quality assur. 1980- 94
Sever ance, Scott MedChem U. S. A Wobur n Vi ce president, operations 1
Shepherd, Ronal d MedChem U. S. A Wobur n Dir. nmterials manager 1990- 94
Si nger, Steven MedChem U. S. A Wobur n Assistant clerk 9/ 1/ 89-8/ 31/ 92
MedChem P. R Wobur n Assi stant secretary/clerk 9/ 1/ 89-8/ 31/ 92
St evens, Janes MedChem U. S. A Wobur n Dir. glty. control/assur. 1
Sul l'i van, Bernard MedChem U. S. A Wobur n Vi ce president-operations 9/ 1/ 89-9/ 26/ 91
Sr. vice president-operat. 9/26/91-8/31/92
MedChem P. R Wobur n Di rect or 9/ 1/ 89- 2/ 28/ 92
Swann, David MedChem U. S. A Wobur n Di rect or/ chai r man 9/ 1/ 89-8/31/92
Chi ef executive officer 9/ 1/ 89-8/31/92
MedChem P. R Wobur n Di rect or/ chai r man 9/ 1/ 89-8/31/92
Tanny, Jay MedChem U. S. A Wobur n Cost account ant 1
Vel ez, Nel son Al con P.R P.R Pl anner/ buyer 1991- 92

The individual's affiliati
MedChem U. S. A. ini

Amvi sc,

which is unrelated to Avitene,

on occurred sonetinme between Decenber

tially sold only one product,

1987 and Sept enber

1992.

Amvi sc.

i s a hyal uronic-aci d- based
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product used to lubricate and separate tissues in ophthalmc
surgi cal procedures. MedChem U.S. A decided in 1987 to diversify
its operations by acquiring the Avitene business fromAl con P.R
which at the tine was Avitene' s manufacturer and seller. MedChem
U S. A’'s decision was based in part on the fact that it was being
sued for patent infringenment as to Anvisc. The plaintiffs in
that | awsuit had commenced the lawsuit in 1984 and were seeking
an injunction and trebl e damages.

On Decenber 18, 1987, petitioners entered into a series of
agreenents with Alcon P.R, Alcon Pharmaceuticals, Ltd. (Al con
Phar maceuti cal s), and Al con Laboratories, Inc. (Al con Labs)
(these three Alcon entities are collectively referred to as the
Al con Entities), to purchase the Avitene business for
approximately $31 mllion. The agreenents included three asset
pur chase agreenents, three nonconpetition agreenents, a guaranty,
and a processing agreenent. Al of the Alcon Entities were
rel ated, and none of the Alcon Entities was related to either
petitioner.

The assets sold under the asset purchase agreenents
generally included all Avitene inventories, all tangible assets
used to manufacture Avitene, and all Avitene-rel ated intangible
assets such as receivables, contract rights, and intell ectual
property. Under the first agreenent, Al con Labs sold to MedChem

U S. A receivables valued at $1, 085,000, a non-conpetition
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agreenment val ued at $200, 000, goodwi || valued at $4, 490, 000,
contract rights valued at $5,000, and records val ued at $5, 000;
Al con Labs sold to MedChem P. R receivabl es valued at $1.3
mllion and inventory valued at $2.5 mllion. Under the second
agreenent, Alcon P.R sold to MedChem U. S. A. patents and rel ated
know how val ued at $2.6 mllion, trademarks valued at $1.9
mllion, various Food and Drug Adm nistration (FDA) approvals
(i ncluding the pre-market approval for Avitene) val ued at
$300, 000, a non-conpetition agreenment val ued at $200, 000,
goodwi | | val ued at $4, 910, 000, and contract rights val ued at
$5,000. Under the third agreenent, Alcon P.R sold to MedChem
P.R inventory valued at $10.1 nmillion and machi nery and
equi pnent val ued at $800, 000; the nmachinery and equi pnent had
been used by Alcon P.R to manufacture Avitene and was |ocated in
Alcon P.R’s Avitene manufacturing facility in Humacao, Puerto
Rico (Humacao). That facility consisted of the Avicon (Avitene)
pl ant, two unrel ated plants, warehouse space, and adm nistrative
of fices.

Each of the asset purchase agreenents required that the
Al con Entities manufacture and sell to petitioners 20,000 pounds
of corium and provided that the Alcon Entities had to refund to
petitioners the entire amobunt paid for the Avitene business, plus
interest, if the coriumcould not be manufactured by Decenber 31,

1990. At all tinmes during the 3-year period ended August 31,
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1992, Avitene was manufactured using the patents, know how,
product specifications (as reflected in the FDA pre-narket
approval s), and goodw || owned by MedChem U.S. A. MdChem P. R
held the legal title to all of the Avitene manufacturing
equi pnent, the raw materials used to manufacture Avitene, the
Avi tene work-in-process, and the finished Avitene inventory until
sold. Wen the finished Avitene was shipped fromthe Al con P.R
facility, title passed to the purchaser, which in all cases but
one was MedChem U.S. A.® MedChem P.R woul d i nvoi ce MedChem
U S. A (or the other purchaser) for the Avitene sold to it at a
price equal to MedChem P. R ’'s manufacturing cost plus 10 percent.
From Septenber 1, 1989, through August 31, 1992, MedChem U. S. A
di stributed, marketed, and sold Avitene fromits offices in
Wburn. MedChem P. R played no part in these sales or in the
ot her sales of Avitene to end users. The |abels which MedChem

P.R used during its fiscal year ended August 31, 1992,

% The sol e exception concerned the sale of Avitene for
distribution in Japan through June 6, 1991. In that case,
MedChem P. R sold Avitene to Al con Pharmaceuticals, which owned
the distribution rights to the Japanese market until June 6,
1991; title to that Avitene passed to Al con Pharmaceuticals when
the finished Avitene was shipped fromthe Alcon P.R facility.

Al con Pharmaceuticals sold the distribution rights to the
Japanese market to MedChem U.S. A. on June 6, 1991, for $15
mllion, and MedChem U.S. A transferred those rights to MedChem
P. R on August 31, 1992. MedChem P.R ’'s sales of Avitene for the
Japanese market accounted for approxi mately 20 percent of its
total net sales of Avitene.
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designated Alcon P.R as Avitene's manufacturer. The |abels

r ead:
Manuf act ur ed by: Alcon P.R
Humacao, Puerto Ri co 00661
For: MedChem P. R
Humacao, Puerto Rico 00661
Di stributed by: MedChem U. S. A

Woburn, Massachusetts 01801

Nei t her petitioner acquired under the asset purchase
agreenents Alcon P.R’'s Avitene-manufacturing facility in Humacao
or the right to market, distribute, or sell Avitene in Japan.*
That right to the Japanese nmarket was initially retained by Al con
Phar maceuticals, which, during the period of retention, purchased
Avitene for the Japanese market from MedChem P.R. Al con P.R
manuf actured the Avitene sold to Al con Pharmaceuticals and
treated it the sane as all other Avitene for purposes of
schedul i ng, planning and buyi ng, manufacturing, and quality
control

The respective parties to the non-conpetition agreenents
were: (1) MedChem U.S. A and Al con Labs, (2) MedChem U.S. A and
Al con Pharmaceuticals, and (3) MedChem U. S. A and Alcon P.R
Under these agreenents, the Alcon Entities generally prom sed not

to manufacture, market, or sell any product having the sanme or

4 Neither petitioner has ever had an Avitene manufacturing
facility in Puerto Rico.
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substantially the same form function, or application as Avitene
during the 5-year period commenci ng on Decenber 19, 1987.

MedChem U. S. AL gave the guaranty to each of the Al con
Entities. Under the guaranty, which was in effect throughout the
fiscal year ended August 31, 1992, MedChem U.S. A guaranteed to
pay any debt and perform any obligation of MedChem P. R ari sing
fromthe asset purchase and rel ated agreenents.

The processing agreenent dealt primarily with a prom se by
Alcon P.R to manufacture Avitene for MedChem P. R using Al con
P.R's facility and | abor and MedChem P.R ’s raw materials and
equi pnent. (Alcon P.R also used MedChem U. S. A’ s technol ogy but
not pursuant to the processing agreenent.) See appendix B for
the rel evant provisions of the processing agreenent. The
processi ng agreenent expired initially on Decenber 31, 1990, but
was extended on four separate occasions to June 30, 1991,
Decenber 31, 1992, Decenber 31, 1994, and the earlier of March 1
1995, or the date on which Alcon P.R conpleted a set delivery
schedul e, respectively. From Septenber 1, 1989, through August
31, 1992, Alcon P.R manufactured Avitene for MedChem P. R
pursuant to the processing agreenent, and Alcon P.R sent its
i nvoices for its manufacturing services directly to MedChem
U S A for paynent fromthe account of MedChem P.R  Alcon P.R
manuf actured Avitene at its manufacturing facility in Humacao,

using its own personnel to manufacture, test, and package Avitene
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and to supervise each of these functions. Alcon P.R was solely
responsi bl e for resolving any problemthat arose during the
period fromthe tine that it received the coriumup until the
time that the finished Avitene was delivered to a carrier for
delivery to MedChem U. S. A. (manufacturing process).
Alcon P.R generally manufactured Avitene in accordance with
a two- phase process and kept its inventory of finished Avitene in
its warehouse attached to its manufacturing facility. Avitene's
t wo- phase manufacturing process was as foll ows:
Phase |
(1) Frozen corium and conponent materials were
ordered fromthe warehouse attached to the Avitene
manufacturing facility and transferred to a preparation
roomin the facility, where the coriumwas thawed and
machi ne washed.
(2) The corium was machine cut into approximtely
4 square inch pieces, manually inspected for
i nperfections, and machine cut into smaller pieces of

approxi mately one square inch in size.

(3) The smaller pieces were acidified, washed with
al cohol, and tested agai nst product specifications.

(4) The resulting product was refrigerated while
the initial steps were repeated for a second | ot of
corium the two lots were m xed together and dried in a
rotary dryer.

(5) The dried coriumwas nmachine mlled into a
| oose, powdery, fibrous substance known as bul k fl our.
The bul k flour was placed in quarantined cages awaiting
further processing into its final formas either
finished flour or nonwoven web.
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Phase |1

(6) As to the manufacturing of nonwoven web, bulk
flour was transferred fromthe quaranti ned cage to the
web form ng room where it was machi ne processed into
rolls of nonwoven web.

(7) The rolls of nonwoven web were transferred to
the web cutting roomwhere they were machine cut into
the required size, visually inspected agai nst product
specifications, and placed in trays for drying and
sterilization. Once sterilized, the nonwoven web was
transferred to the pouch | oad and seal room where it
was packaged in a seal ed pouch. The packaged nonwoven
web was sterilized, tested, and transferred to the
| oadi ng and shi ppi ng ar ea.

(8) As to the manufacturing of finished flour,
jars were machi ne washed, | oaded into trays and carts,
and dried in a wal k-in oven.

(9) The jars were noved to the filling process
room where they were filled wth bulk flour and pl aced
back into an oven for further drying.

(10) The dried jars (with bulk flour inside) were
transferred by carts to the cappi ng room where they
wer e capped.

(11) The capped jars (with bulk flour inside) were
transferred by conveyor to the canning and sealing room
where they were canned, banded, and sealed wth tanper-
proof material.

(12) The resulting jars (with bulk flour inside)
were noved to the sterilization roomwhere they were
oven sterilized and transferred to the | oading and
shi ppi ng area.

Petitioners entered into the processing agreenent to ensure
a reliable supply of Avitene while they proceeded to establish
MedChem P. R.’s own Avitene manufacturing facility in Puerto Ri co.
When t he Decenber 18, 1987, agreenents were entered into,

petitioners intended to have that facility ready to take over the
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manuf acturing of Avitene at the end of the processing agreenent’s
original 3-year term

I n February 1988, Jonathan Donal dson travel ed to Humacao and
interviewed M. Perez for a position with MedChem P.R. ® At the
time, M. Perez was involved in and famliar with all aspects of
the Avitene manufacturing process; he was a |longtine Alcon P.R
enpl oyee with various supervisory responsibilities as to
Avitene’ s manufacturing. Shortly thereafter, while in Wburn,

M . Donal dson decided to hire M. Perez and conmuni cated t hat
decision to M. Perez in Puerto Rico. M. Perez accepted M.
Donal dson’s of fer and worked for MedChem P. R until June 30,
1990, reporting directly to Bernard Sullivan or to M. Sullivan’s
superior, M. Donaldson. M. Perez worked from May 1988 t hrough
June 30, 1990, primarily out of a one-roomoffice (the only
office) that MedChem P.R rmaintained in Humacao during that
period. The office was equipped with three desks, a conputer, a
facsim |l e machi ne, a photocopier, and file cabinets. The office
cont ai ned product specifications, standard operating procedures,
i nvoi ces, and copies of sonme of the financial statenments and
records which woul d be needed in the event of an audit.

MedChem P. R paid M. Perez an annual salary, plus benefits,

to manage and coordinate its efforts in Puerto Rico as to the

> This was one of the infrequent occasions on which M.
Donal dson or any of either petitioner’s other officers or
directors traveled to Puerto Rico on Avitene business.
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manuf acturing of Avitene. From March 1988 through approxi mately
June 1988, M. Perez spent approximately 75 percent of his tine
visiting Alcon P.R’'s Avitene manufacturing operation, nmaking
sure that the operation was running snmoothly and aiding the
anticipated transfer of that operation to MedChem P.R  He spent
the remai nder of his tinme during that period on MedChem P.R ’s
effort to establish its own Avitene manufacturing facility in
Puerto Rico. During the remainder of his enploynment by MedChem
P.R, M. Perez spent approximtely 70 percent of his tine
wor ki ng on MedChem P. R’ s proposed facility and the rest of his
time on Alcon P.R’s Avitene nmanufacturing operation and the
daily operation of MedChem P. R 's Humacao offi ce.

M. Perez was the only enpl oyee that MedChem P. R ever had
during the relevant years. MdChemP.R did hire three
i ndependent contractors (Carlos Mya, Mria Pastrana, and Wanda
Rodriguez) to assist M. Perez in the Humacao office. M.
Pastrana and M. Mya worked in the office during 1989, and Wanda
Rodri guez worked in the office from Cctober 1989 to June 1990.
M. Mya was a naterials coordinator, and Ms. Pastrana and her
successor, Ms. Rodriguez, were adm nistrative secretaries.
MedChem P. R. directly paid these three individuals and issued to
t hem Forns 1099-M SC, M scel | aneous | ncone, reporting these

paynments as nonenpl oyee conpensati on.



- 16 -

On June 21, 1989, MedChem P. R paid $842,500 to the Puerto
Rico I ndustrial Devel opnment Co. for approximtely 8.5 acres of
| and in Juncos, Puerto Rico (Juncos), to be used as the site of
MedChem P. R’ s proposed manufacturing facility. Conditions of
the sale included that MedChem P. R woul d submt plans for
construction of an industrial building within 6 nonths, that
construction of the building would begin within 6 nonths of the
pl ans’ approval, that the conpleted building would be devoted to
manuf act uring operations for a mnimum period of 10 years, that
the buil ding would i nclude 30,000 square feet of ground fl oor
space and 13,000 square feet of nezzanine space, and that MedChem
P.R would use its reasonable efforts to enploy 50 people at the
commencenent of the facility s manufacturing operations and 120
people within 18 nonths thereafter. Petitioners anticipated that
t he proposed facility would cost at least $9 million to build,
and, through January 31, 1990, MedChem P. R made $885, 216. 56 of
capital expenditures relating to the facility' s proposed
construction. Mst of these expenditures concerned the services
of Unipro, an engineering and architectural firmretai ned by
MedChem P. R to work on the proposed facility. Unipro prepared
architectural draw ngs and designs for the facility.

In early 1990, MedChem U.S. A, suffered a devastating
financial blow fromthe Anwisc litigation. On February 2, 1990,

the District Court hearing the case issued a prelimnary
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i njunction barring MedChem U. S. A, from using, manufacturing, and
selling Anvisc in the United States. Amvisc and Avitene were
MedChem U. S. A’ s only products. MdChem U.S. A faced the
possi bl e paynent of costly patent infringenent danages, multiple
damages, and an award of attorney’'s fees. The Anvisc injunction
caused MedChem U. S. A to default on $10 mllion in debt and to
lay off a third of its workforce. The Anvisc injunction caused
petitioners to postpone indefinitely their plans to construct an
Avi tene manufacturing facility in Puerto R co.

Petitioners took several steps regarding Avitene in early
1990, follow ng the Anvisc injunction. First, in connection with
suspending their plans to construct the manufacturing facility in
Puerto Rico, they notified Unipro to stop its work on that
facility. Second, in February 1990, MedChem P.R. wrote off for
financial accounting and tax purposes all of the capitalized
expenditures ($881,966) relating to the proposed facility.

Third, MedChem P.R closed its Humacao office and term nated the
wor kers there (M. Perez and Wanda Rodriguez). In connection
therewith, M. Perez transferred to Alcon P.R all of the records
as to suppliers and vendors which had been kept in the Humacao
office, and he transferred to MedChem U. S. A.’s Whburn facility
all of the other records which had been kept in the office,
including records relating to the design and construction of

MedChem P. R.’s proposed facility in Puerto Rico. Fourth,
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petitioners decided to nove during the fall of 1990 the Avitene
manuf acturi ng process (including the manufacturing equi pnment)
fromAlcon P.R’'s Puerto Rico facility to MedChem U. S. A ’s idled
Anvisc facility in Wburn.® Such a nove would and did require
MedChem U. S. A. to nake additional |easehold inprovenents in order
to conformthe Anvisc facility to Avitene's manufacturing
requirenents. Fifth, MedChem P.R attenpted to sell the land in
Juncos that it had purchased for the site of the proposed
facility. Sixth, as of July 1, 1990, MedChem U. S. A, enpl oyees
wote all of MedChem P.R ’'s checks in Whburn and mail ed those
checks from Whburn to the payees.

Petitioners noved the equi pnent used to process coriuminto
bulk flour into MedChem U.S. A ’s Woburn facility in June 1990.7
Wthin 7 nonths, they noved into that facility all or part of the

frozen corium and the equi pment used to process bulk flour into

6 MedChem U. S. A. eventually constructed a bul k Avitene
manufacturing facility in Wburn in June 1992 and began produci ng
bul k Avitene there 4 nonths later. In July 1993, MedChem U. S. A
began constructing an Avitene finished goods manufacturing
facility in Wburn; at that tinme, Alcon P.R perfornmed that part
of the Avitene manufacturing process at its facility in Puerto
Ri co pursuant to the processing agreenent. MedChem U.S. A
substantially conpleted construction of the latter project in
April 1994, at which time MedChem U.S. A, controlled Avitene's
entire manufacturing process.

" At that tinme, the manufacturing of work-in-process was
conpl eted and the machi nery and equi pnent used in that process
di sassenbl ed and al so readi ed for noving to Wburn.
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nonwoven web.® These two groups of equi pnent constituted all of
t he manuf acturing equi pnent necessary to performthe work in
phase 1 of the manufacturing process; as of the later date, al
of the manufacturing equi pnent related to phase 1 was located in
MedChem U. S. A.’s facility in Whburn. By January 1, 1991,
petitioners had also transferred certain raw materi al
manuf acturing functions into MedChem U.S. A.’s Wburn facility as
wel | .

The equi pment used to performthe work in phase 2 of the
manuf acturing process, i.e., processing bulk flour into finished
flour and finishing and packagi ng t he nonwoven web, remained in
Alcon P.R’s manufacturing facility in Humacao until early 1995
at which tinme it was shipped to the Woburn facility. Alcon P.R
continued in Puerto Rico until early 1995 to manufacture finished
Avitene frombul k flour and dry, sterilize, and package nonwoven
web under the terns of the processing agreenent. Alcon P.R did
so using bulk flour and nonwoven web that had been manufact ured
in Humacao during a buildup in 1989 and 1990; it did not use any
bul k flour or nonwoven web manufactured el sewhere. Wen
petitioners noved the bul k and nonwoven web equi pnent to MedChem

US A’s facility in 1990, Alcon P.R planned to use the part of

8 On separate occasions, MedChem U S. A reported to the
Securities and Exchange Conm ssion (SEC) that, as of Nov. 30,
1990, and as of Feb. 28, 1991, respectively, MedChem U. S. A was
in the process of redesigning its Anvisc manufacturing facility
in Woburn in order to start manufacturing Avitene there.
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the plant where the equi pnmrent had been |l ocated for non-Avitene
product s.

Alcon P.R devoted 30 to 35 of its full-tinme production |ine
enpl oyees to the manufacturing of Avitene before June 1990, and
it devoted 12 to 15 of its full-tinme production |Iine enployees
afterwards. Alcon P.R included the conpensation paid to these
enpl oyees in the calculation of the processing fee charged to
MedChem P. R. under the processing agreenent. O the 30 to 35
production |ine enpl oyees who worked on Avitene before June 1990,
approximately 15 to 20 worked in phase 1 of the manufacturing
process, and the remai nder worked in phase 2. The nunber of
Al con P.R enpl oyees produci ng Avitene decreased in June 1990
after MedChem U. S. A noved to Whburn the equi pnment used to
convert coriuminto bulk flour.

All of the production |line enployees were supervised by a
manager enployed by Alcon P.R; nanely, Maria Rodriguez from
January 1990 to January 1, 1992, and Jimmy Carrion afterwards.
These managers reported to Ranon Alifonso, Alcon P.R’s director
of manufacturing, who reported to Lee Hansen, Alcon P.R’s
general manager for its manufacturing facility.

Alcon P.R had a quality assurance departnent at its
manuf acturing facility and enployed in that departnent a director
and a staff of approximately 85 to 100. The director, Maria

Santiago, reported to Alcon Labs’ quality assurance director in
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Fort Worth, Texas. Alcon P.R was responsible for the quality of
Avitene, and its enployees in its quality assurance depart nment
performed each of the required tests as set forth in the product
speci fications owned by MedChem U . S.A. Alcon P.R kept inits
qual ity assurance departnent all master docunentation for the
manuf acturing of Avitene and all related records such as
i nspection docunents, charts, and forns. After Alcon P.R
conpleted its quality assurance tests and docunent review, it
used its regular carrier to ship the packaged Avitene to MedChem
US A in Wburn, where MedChem U. S. A. stored the Avitene in a
war ehouse or quarantine cage awaiting distribution to its
custoners (i.e., the end users). MedChem U.S. A, perforned
secondary quality tests on the finished Avitene product at its
qual ity assurance departnent in Whburn. MdChem P. R did not
have a quality assurance departnent, and it never tested Avitene
for quality conpliance.

MedChem U. S. A. prepared and filed all applications, reports,
and ot her docunents required by the FDA to manufacture Avitene.
Al con P.R provided MedChem U.S.A. with information relating to
t he manufacturing process, and MedChem U.S. A. incorporated that
information into its FDA filings. MedChem P.R did not submt
any applications, reports, or other docunents to the FDA
MedChem U. S. A.’s filings with the FDA for the period August 26,

1991, to Cctober 27, 1993, identified Alcon P.R as Avitene's
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manuf acturer. MedChem U.S. A, also reported to the SEC for nost
of 1989 and each of the relevant years thereafter that Al con P.R
was Avitene’'s manufacturer and that Al con P.R manufactured
Avitene at its Puerto Rico facility for MedChem U. S. A

MedChem P. R did not have a facility registered with the FDA
to manuf acture pharmaceuticals. Alcon P.R’'s manufacturing
facility was so registered, and the FDA perfornmed a yearl ong
i nspection of that facility beginning in August 1992. During the
i nspection, the FDA dealt al nost exclusively with enpl oyees of
Alcon P.R; contacts with non-Alcon P.R personnel were mninm
and insignificant. The FDA's report on the inspection |isted
Alcon P.R as Avitene's manufacturer.

MedChem U. S. A, had a departnent in Wburn where its
enpl oyees researched and devel oped Avitene. During the subject
years, for exanple, MedChem U. S. A researched and devel oped a new
form of Avitene nanmed Endo-Avitene, which it began shipping in
Novenber 1992. Ariel Ferdman generally directed MedChem U. S. A ’s
research and devel opnment activities out of Wburn, and he was
assisted in his work by MedChem U. S. A. enpl oyees and/ or Al con
P.R enployees. On a few occasions from 1990 through 1992, Dr.
Ferdman (occasionally acconpani ed by ot her MedChem U. S. A
enpl oyees) traveled to Alcon P.R’s manufacturing facility in
Puerto Rico to research and develop Avitene. Dr. Ferdman’s

research and devel opnent work at Alcon P.R s manufacturing
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facility related primarily to preparing validation studies to
obtai n approval of an application that MedChem U. S. A. had nade to
t he FDA for Endo-Avitene. Dr. Ferdnman al so worked at the Al con
P.R facility fromApril through August 1990 studying and
| earning Avitene’s manufacturing process so that MedChem U. S. A
could later in that year nove that process into, and inplenent
that process in, MedChem U.S.A’s Whburn facility. MdChem P.R
di d not have a research and devel opnent function, and it played
no part in the devel opnent of new Avitene or the devel opnent of
ot her products.

Kelly provided tenporary labor to Alcon P.R at its
facilities fromJune 1990 t hrough August 31, 1992, pursuant to
their witten agreenent stating in relevant part that the “Kelly
assi gned enpl oyees, are the enpl oyees of Kelly, and none of said
persons assigned under this contract shall be regarded as
enpl oyees of [the buyers of the services]”. Neither petitioner
was involved with that or any other agreement concerning
tenporary | abor to be provided at the Alcon P.R facility. As
rel evant herein, Kelly charged Al con P.R $20.40 per hour for the
use of a Kelly enployee and included in this rate the cost of
Kelly's obligation to pay its enpl oyees’ workers’ conpensati on,
unenpl oynment insurance, and Social Security taxes.

Kelly supplied Alcon P.R with two of the three people who

worked at the Alcon P.R facility fromJuly 1990 through August
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31, 1992, as the Avitene planner/buyer.® The planner/buyer
general ly established periodic schedul es under which Alcon P.R
manuf act ured Avitene for MedChem P.R in accordance with orders
pl aced by MedChem U. S. A,  The pl anner/buyer also: (1) Attended
weekl y manufacturing nmeetings held with Alcon P.R rmanagers at
Alcon P.R’'s facility, (2) nonitored the inventories of materials
used in the manufacturing process, (3) purchased materials and
conponents (exclusive of corium through Alcon P.R s purchasing
system after receiving the authorization of an Alcon P.R
manager (and sonetines al so a MedChem U. S. AL manager), (4) dealt
with Alcon P.R or MedChem U.S. A personnel to cure problens
arising minly fromthe materials used in the Avitene
manuf acturing process, and (5) verified with Al con P.R personnel
that the required quality assurance tests had been perfornmed and
confirmed that the product was ready for shipping.

Raynond Castro was a Kelly enpl oyee who wor ked as

pl anner/ buyer from on or about June 30, 1990, through March 1991.
Kelly hired himand paid him $12. 02 per hour. Neither petitioner
was involved in his hiring or in his placenent as planner/buyer.
He reported to Ronal d Shepherd and/or Luis Diaz, an Alcon P.R
manager, and M. Castro’s work required that he interact with
Al con P.R enpl oyees and MedChem U. S. A, enpl oyees. Alcon P.R

i nvoi ced MedChem P. R for the anobunt that it paid Kelly as to M.

® Before this tine, M. Perez was the planner/buyer.
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Castro, and MedChem P. R accounted for its paynent of these
i nvoi ces as an expense for outside services for office support.
M. Castro’s status as a Kelly enpl oyee ceased in March 1991,
when he was hired by Alcon P.R as a full-tinme enployee. M.
Castro continued to work on Avitene matters after he was hired by
Alcon P.R, and he continued to interact wwth other Alcon P.R
enpl oyees and with MedChem U. S. A, enpl oyees.

Nel son Vel ez succeeded M. Castro as planner/buyer from
March 1991 through April 1992. M. Velez was a longtinme Alcon
P.R enpl oyee, and neither petitioner was involved in his
sel ection or placenent as planner/buyer. M. D az, who was M.
Vel ez’ s superior, assigned M. Velez to serve concurrently as the
pl anner/ buyer of both Avitene and an unrelated Al con P.R
product. M. Velez divided his work equally between the two
functions, and Alcon P.R invoiced MedChem P. R for 50 percent of
his salary. MdChem P. R accounted for its paynent of these
i nvoi ces as an expense for outside services for office support.
M. Castro’'s Avitene-related work required that he interact with
Al con P.R enpl oyees and MedChem U. S. A. enpl oyees.

Luis Rivera was a Kelly enpl oyee who succeeded M. Vel ez as
pl anner/ buyer from April 1992 to August 31, 1992. Kelly hired
himand paid him $12 per hour. Neither petitioner was involved
in his hiring or wwth his placenent as planner/buyer. M. R vera

reported to M. Shepherd and/or various Alcon P.R nanagers, and



- 26 -
M. Rvera s work required that he interact with Alcon P.R
enpl oyees and with MedChem U. S. A. enpl oyees. Alcon P.R invoiced
MedChem P. R. for the anount that it paid Kelly for M. Rivera's
servi ces, and MedChem P. R accounted for its paynent of these
i nvoi ces as an expense for outside services for office support.
M. Rivera s status as a Kelly enpl oyee ceased on Novenber 1,
1993, when he was retained by MedChem P. R as an i ndependent
consul tant.

M. Sullivan supervised MedChem U. S. A.’ s Anvi sc operation
through 1993. He was listed as a MedChem P. R director on its
corporate records, but he never perforned any duties as a MedChem
P.R director. He perfornmed as a MedChem U. S. A. officer the
followng ancillary activities relating to Avitene: (1) He
prepared and mai ntai ned schedules |isting MedChem U. S. A’ s
requi renents for Avitene for specified periods during the year,
(2) he forwarded those schedules to M. Shepherd to deliver (or
sonetimes he delivered themhinself) to Alcon P.R and to the
pl anner/ buyer, (3) he reviewed the results of the quality
assurance tests which were prepared by and received from Al con
P.R, and (4) he nonitored the sales of Avitene to custoners. He
did not attend the weekly manufacturing neetings held with Al con
P.R managers at Alcon P.R’'s facility.

MedChem P. R mai ntai ned a checking account in Puerto R co

t hrough Septenber 25, 1991. MedChem P.R wused that account to
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pay the routine operating expenses (e.g., office rent, supplies)
of its Humacao office. On Septenber 5, 1991, MedChem P. R opened
a checking account in California (California account), listing as
its address MedChem U. S. A.’s address in Wburn. Alcon P.R sent
its invoices under the processing agreenent to MedChem U. S. A’ s
Wbburn address, and MedChem U. S. A.’ s personnel reviewed those
i nvoi ces, authorized their paynent, and paid them out of the
California account. Vendors also sent their invoices for raw
materi al s and conponents, anong other things, to MedChem U. S. A ’s
Wbur n address where, after Septenber 4, 1991, MedChem U. S. A
personnel reviewed and paid those invoices out of the California
account. Sean Mdiran and/or John MDonough signed the checks
payabl e to vendors drawn on the California account. M. Moran,
who reported to M. Donal dson, spent approximately 30 percent of
his time on Avitene financial matters. '

For its fiscal year ended on August 31, 1992, MedChem P.R
el ect ed under section 936(h)(5) to allocate between itself and
MedChem U. S. A. the Avitene-related costs, including the salary
expense of MedChem U. S. A enpl oyees. MdChem P.R ’s audited
financial statenments for that year reported petitioners’
cal cul ation of 50 percent of the total Avitene product |ine cost

of sales and selling, general, and adm nistrative expenses.

10 Dani el Geffken also reported to M. Donal dson. M.
Geffken spent |ess than 50 percent of his time on Avitene-rel ated
matters.
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Those statenments indicate that cost of goods sold of $1, 730,804
and selling, general, and adm nistrative expenses (including the
sal ary expense of MedChem U. S. A. enpl oyees working on Avitene
matters) of $2,789,224 incurred by MedChem U. S. A. were charged to
MedChem P.R. On its Federal incone tax return for that year,
MedChem P. R reported: (1) Taxable incone of $5,862,541 and (2)
direct |abor costs of $323,000. MdChemP.R clainmed a
$1, 993,264 tax credit under section 936(a).

Di scussi on

The parties dispute whether MedChem P. R may cal cul ate its
1992 Federal income tax liability by using the Puerto R co and
possession tax credit (possession tax credit) provided under
section 936(a). A donestic corporate taxpayer such as MedChem
P.R qualifies for this credit if it nmeets the follow ng
statutory requirenents:

SEC. 936. PUERTO RI CO AND POSSESSI ON TAX CREDI T.

(a) Allowance of Credit.--

(1) I'n general.--Except as otherw se
provided in this section, if a donestic
corporation elects the application of this
section and if the conditions of both
subpar agraph (A) and subparagraph (B) of
paragraph (2) are satisfied, there shall be
allowed as a credit against the tax inposed
by this chapter an anount equal to the
portion of the tax which is attributable to
the sum of - -

(A) the taxable incone, from
sources without the United States,
from-



- 29 -

(1) the active
conduct of a trade or
business within a
possession of the United
States, or

(1i) the sale or
exchange of substantially
all of the assets used by
t he taxpayer in the
active conduct of such
trade or business, and

(B) the qualified possession
source investnent incone.

(2) Conditions which nust be satisfied.-
-The conditions referred to in paragraph (1)
ar e:

(A) 3-year period.--1f 80
percent or nore of the gross incone
of such donestic corporation for
the 3-year period i mediately
precedi ng the close of the taxable
year (or for such part of such
period i medi ately preceding the
cl ose of such taxable year as may
be applicable) was derived from
sources within a possession of the
United States (determ ned w thout
regard to section 904(f)); and

(B) Trade or business.--1f 75
percent or nore of the gross incone
of such donestic corporation for
such period or such part thereof
was derived fromthe active conduct
of a trade or business within a
possession of the United States.

Respondent determ ned and contends that none of MedChem

P.R’s taxable inconme for its fiscal year ended August 31, 1992,
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gualifies for the possession tax credit.! Respondent argues
primarily that MedChem P.R did not neet the active conduct of a
trade or business requirenment of section 936(a)(2)(B)
Petitioners contend that all of MedChem P.R ’'s taxable incone
qualifies for the possession tax credit. Petitioners argue that
MedChem P. R net the active conduct of a trade or business

requi renent because, petitioners assert, all of MedChemP.R’s
income was derived fromits sales in Puerto Rico of Avitene that
it manufactured in Puerto Rico. Petitioners assert that, in
addition to that sales incone, MedChem P. R had significant

busi ness activities in Puerto Rico. Petitioners assert that
MedChem P. R’ s business activities in Puerto R co included
purchasing the raw materials necessary for Avitene, nonitoring
manuf acturing and inventory | evels of Avitene, and owning all of
t he manufacturing equi pnent, raw materials, work-in-process, and
finished goods related to Avitene. Petitioners assert that
MedChem P. R. performed its business activities in Puerto Rico
through its common | aw enpl oyees consisting of its officers, the
Kelly enpl oyees, and enpl oyees who worked concurrently for
MedChem P. R. and either MedChem U.S. A. or Alcon P.R Petitioners

assert that MedChem P. R al so perfornmed significant business

1 As an alternative to this determ nation, respondent
determ ned that MedChem P. R ’s incone was taxable to the MedChem
G oup under sec. 482(a). Because respondent does not pursue this
argunent on brief, we consider it conceded.
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activities in Puerto Rico through Alcon P.R, a contract
manufacturer. Petitioners argue that activities perforned
t hrough a contract manufacturer such as Alcon P.R are inputed to
the other party to the contract, in this case, MedChem P.R

We agree with respondent that MedChem P. R does not qualify
for the possession tax credit because it failed the active
conduct of a trade or business requirenent of section
936(a)(2)(B). As we read section 936(a), a donestic corporate
taxpayer may elect to determne its Federal inconme tax liability
by using the possession tax credit if it neets two requirenents.
The credit equals the anobunt of tax attributable to the sum of
t he taxpayer’s qualified possession-source investnent incone plus
the taxpayer’s non-U. S.-source incone that it earned from (1)
Its active conduct of a trade or business in a U S. possession or
(2) its sale or exchange of substantially all of the assets used
in the active conduct of that trade or business. The two
requi renents are the 80-percent test of section 936(a)(2) (A and
the 75-percent test of section 936(a)(2)(B). W concern
ourselves only with the 75-percent test of section 936(a)(2)(B)
because the parties agree that MedChem P. R has net the 80-
percent test. Under the 75-percent test, MedChem P.R qualified
for the possession tax credit if at |least 75 percent of its gross

income for the 3-year period ended August 31, 1992, was derived
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fromits active conduct of a trade or business within Puerto
Ri co.

We are unable to find that such was the case. MedChem P.R
did not actively conduct a trade or business within Puerto R co
t hroughout the 3-year period. Wether MedChem P.R actively
conducted such a trade or business is a highly fact intensive
issue as to which petitioners bear the burden of proof.

Hi ggins v. Comm ssioner, 312 U S. 212, 217 (1941); Deputy v. du

Pont, 308 U. S. 488, 496 (1940); Welch v. Helvering, 290 U. S 111

115 (1933); Plynouth Sav. Bank v. United States, 187 F.3d 203,

210 (1st GCr. 1999). Because Congress has not explicitly defined
the phrase “active conduct of a trade or business” for purposes
of section 936(a) (or, for that matter, for any other purpose of
the Code), Congress has essentially left it to the Secretary to
define that phrase by way of regulations or, in the absence of
regul ations, to the courts to construe the phrase by way of
judicial interpretation. As the Suprenme Court observed in
construing the phrase “trade or business” for purposes of section
162(a):
The phrase “trade or business” has been in §

162(a) and in that section’s predecessors for many

years. Indeed, the phrase is common in the Code, for

it appears in over 50 sections and 800 subsections and

i n hundreds of places in proposed and final incone tax

regul ations. The slightly |onger phrases, “carrying on

a trade or business” and “engaging in a trade or

busi ness,” thenselves are used no less than 60 tines in

the Code. The concept thus has a well-known and al nost
constant presence on our tax-law terrain. Despite
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this, the Code has never contained a definition of the
words “trade or business” for general application, and
no regul ati on has been issued expounding its neaning
for all purposes. Neither has a broadly applicable
authoritative judicial definition emerged. OQur task in
this case is to ascertain the nmeaning of the phrase as
it appears in the sections of the Code wth which we
are here concerned. [Conmi ssioner v. Goetzinger, 480
US 23, 26 (1987); fn. refs. omtted.]

G ven the lack of a statutory or regulatory definition of
the phrase “active conduct of a trade or business” as used in
section 936(a), we believe it appropriate to construe that phrase
by reference to the Secretary’ s definitions of the phrase for
ot her purposes of the Code, bearing in mnd Congress’ intent in
enacting section 936 as reflected in its legislative history.??

Cf. Martin lce Ceam Co. v. Comm ssioner, 110 T.C. 189, 216

(1998) (Court interpreted the subject phrase for purposes of
section 355 by reference to the definition set forth in the
regul ati ons prescribed under section 355). Qur research reveals
that the phrase “active conduct of a trade or business” appears
22 tinmes in the current version of the Internal Revenue Code!®
and that the Secretary has issued extensive regul ations

interpreting that phrase in three of those sections. First, for

12.Of course, we also bear in mnd the Suprene Court’s
interpretation of the phrase “trade or business” as espoused in
Conm ssioner v. Goetzinger, 480 U S. 23, 35 (1987); to wit, an
activity in which a taxpayer is involved with continuity,
regularity, and a profit-notivated primary purpose.

13 See secs. 30A, 49, 168, 179, 351, 355, 367, 407, 543,
731, 806, 861, 865, 936, 954, 957, 995, 1202, 1298, 1362, 2057,
4001.
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pur poses of section 179, the Secretary prescribed in section
1.179-2(c)(6), Income Tax Regs., the follow ng rel evant rules as
to the nmeani ng of the phrase:

(6) Active conduct by the taxpayer of a trade
or business--(i) Trade or business. For purposes of
this section and 8§ 1.179-4(a), the term*“trade or
busi ness” has the sanme neaning as in section 162 and
the regul ati ons thereunder. * * *

(1i1) Active conduct. For purposes of
this section, the determ nation of whether a trade or
busi ness is actively conducted by the taxpayer is to be
made fromall the facts and circunstances and is to be
applied in light of the purpose of the active conduct
requi renent of section 179(b)(3)(A). In the context of
section 179, the purpose of the active conduct
requirenent is to prevent a passive investor in a trade
or business from deducting section 179 expenses agai nst
taxabl e i ncone derived fromthat trade or business.
Consistent with this purpose, a taxpayer generally is
considered to actively conduct a trade or business if
t he taxpayer neaningfully participates in the
managenent or operations of the trade or business. * *
* A mere passive investor in a trade or business does
not actively conduct the trade or business.

Second, for purposes of section 355, the Secretary
prescribed in section 1.355-3(b)(2), Income Tax Regs., the
followng relevant rules as to the phrase’s neaning:

(2) Active conduct of a trade or business
i medi ately after distribution--(i) In general. For
pur poses of section 355(b), a corporation shall be
treated as engaged in the “active conduct of a trade or
busi ness” imredi ately after the distribution if the
assets and activities of the corporation satisfy the
requirenents and limtations described in paragraph
(b)y(2)(ii), (iii), and (iv) of this section.

(1i) Trade or business. A corporation
shall be treated as engaged in a trade or business
imedi ately after the distribution if a specific group
of activities are being carried on by the corporation
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for the purpose of earning inconme or profit, and the
activities included in such group include every
operation that forns a part of, or a step in, the
process of earning inconme or profit. Such group of
activities ordinarily nust include the collection of
i ncone and the paynent of expenses.

(1i1) Active conduct. For purposes of
section 355(b), the determ nati on whether a trade or
busi ness is actively conducted will be made fromall of
the facts and circunstances. GCenerally, the
corporation is required itself to performactive and
substantial managenent and operational functions.
Cenerally, activities perfornmed by the corporation
itself do not include activities performed by persons
out si de the corporation, including independent
contractors. A corporation may satisfy the
requirenments of this subdivision (iii) through the
activities that it perforns itself, even though sone of
its activities are perforned by others. * * *

(tv) Limtations. The active conduct of
a trade or business does not include—

(A) The holding for investnent
pur poses of stock, securities, land, or other property,
or

(B) The ownershi p and operation
(it ncluding leasing) of real or personal property used
in a trade or business, unless the owner perforns
significant services with respect to the operation and
managenent of the property.

Third, for purposes of section 367, the Secretary prescribed
in section 1.367(a)-2T(b), Tenporary Inconme Tax Regs., 51 Fed.
Reg. 17942 (May 16, 1986), the followng relevant rules as to the
phrase’ s neani ng:

(b) Active conduct of a trade or business outside

the United States--(1) In general. Property qualifies

for the exception provided by this section if it is

transferred to a foreign corporation for use in the

active conduct of a trade or busi ness outside of the
United States. Therefore, to determ ne whet her
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property is subject to the exception provided by this
section, four factual determ nations nust be nade:

(1) What is the trade or business of the
transferee;

(1i) Do the activities of the transferee
constitute the active conduct of that trade or
busi ness;

(ti1) I's the trade or business conducted
outside of the United States; and

(iv) Is the transferred property used or
held for use in the trade or business?

Rul es concerning these four determ nations are provided
i n paragraph (b)(2), (3), (4), and (5) of this section.

(2) Trade or business. Wether the
activities of a foreign corporation constitute a trade
or business nust be determ ned under all the facts and
circunstances. 1In general, a trade or business is a
specific unified group of activities that constitute
(or could constitute) an independent econonic
enterprise carried on for profit. For exanple, the
activities of a foreign selling subsidiary could
constitute a trade or business if they could be
i ndependently carried on for profit, even though the
subsidiary acts exclusively on behalf of, and has
operations fully integrated with, its parent
corporation. To constitute a trade or business, a
group of activities must ordinarily include every
operation which forns a part of, or a step in, a
process by which an enterprise nmay earn inconme or
profit. In this regard, one or nore of such activities
may be carried on by independent contractors under the
direct control of the foreign corporation. (However,
see paragraph (b)(3) of this section.) The group of
activities nmust ordinarily include the collection of
inconme and the paynent of expenses. |If the activities
of a foreign corporation do not constitute a trade or
busi ness, then the exception provided by this section
does not apply, regardless of the |evel of activities
carried on by the corporation. * * *

* * * * * * *



- 37 -

(3) Active conduct. Wether a trade or
busi ness is actively conducted nust be determ ned under
all the facts and circunstances. 1In general, a
corporation actively conducts a trade or business only
if the officers and enpl oyees of the corporation carry
out substantial managerial and operational activities.
A corporation may be engaged in the active conduct of a
trade or business even though incidental activities of
the trade or business are carried out on behalf of the
corporation by independent contractors. In determ ning
whet her the officers and enpl oyees of the corporation
carry out substantial managerial and operational
activities, however, the activities of independent
contractors shall be disregarded. On the other hand,
the officers and enpl oyees of the corporation are
considered to include the officers and enpl oyees of
related entities who are made avail able to and
supervi sed on a day-to-day basis by, and whose sal ari es
are paid by (or reinbursed to the |l ending rel ated
entity by), the transferee foreign corporation. * * *
The rule of this paragraph (b)(3) is illustrated by the
fol |l ow ng exanpl e.

Exanple. X, a domestic corporation, and Y, a
foreign corporation not related to X, transfer property
to Z, a newWy forned foreign corporation organi zed for
t he purpose of conbining the research activities of X
and Y. Z contracts all of its operational and research
activities to Y for an arnis-length fee. Zs
activities do not constitute the active conduct of a
trade or business.

(4) Qutside of the United States. Whether a
foreign corporation conducts a trade or business
outside of the United States nust be determ ned under
all the facts and circunstances. GCenerally, the
pri mary manageri al and operational activities of the
trade or business nust be conducted outside the United
States and immedi ately after the transfer the
transferred assets nust be | ocated outside the United
States. Thus, the exception provided by this section
woul d not apply to the transfer of the assets of a
donestic business to a foreign corporation if the
donesti c business continued to operate in the United
States after the transfer. |In such a case, the primary
operational activities of the business would continue
to be conducted in the United States. Mreover, the
transferred assets would be located in the United
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States. However, it is not necessary that every item
of property transferred be used outside of the United
States. As long as the primary managerial and
operational activities of the trade or business are
conducted outside of the United States and
substantially all of the transferred assets are | ocated
outside the United States, incidental itens of
transferred property located in the United States may
be considered to have been transferred for use in the
active conduct of a trade or business outside of the
Uni ted States.

(5) Use in the trade or business. Whether
property is used or held for use in a trade or business
must be determ ned under all the facts and

circunstances. 1In general, property is used or held
for use in a foreign corporation’s trade or business if
it is--

(1) Held for the principal purpose of
pronoting the present conduct of the trade or business;

(1i) Acquired and held in the ordinary
course of the trade or business; or

(ti1) Oherwse held in a direct
relationship to the trade or business. * * *

As to Congress’ intent for section 936, the roots of that
section are found in section 262 of the Revenue Act of 1921, ch.
136, 42 Stat. 271, which exenpted a U. S. corporation from Feder al
taxes on foreign-source incone if it derived at |east 80 percent
of its incone fromsources within a U S. possession and satisfied
certain other requirenents. The requirenments for exenption from
tax as a possession corporation were generally carried forward
into section 931 of the Internal Revenue Code of 1954. Congress
pronul gated section 931 and its predecessors to encourage

Aneri can businesses to invest in U S. possessions. See G D.
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Searle & Co. v. Conmm ssioner, 88 T.C 252, 350-351 (1987); see

al so Coca-Cola Co. & Subs. v. Conm ssioner, 106 T.C. 1, 21

(1996). Anerican conpanies operating in the possessions were
originally subjected to double taxation in the formof the
Federal corporate incone tax and the taxes of the possessions.
See Tariff Act of 1913, ch. 16, sec. |1, 38 Stat. 166; Revenue
Act of 1918, ch. 18, 40 Stat. 1057. Congress perceived that this
doubl e tax burden placed Anmerican businesses at a conpetitive
di sadvant age when conpared with their British and French
counterparts which were not subject to taxation upon the profits
t hey earned abroad unl ess paid back to the hone conpany.
Congress enacted section 931 to renove that conpetitive
di sadvantage. See H Rept. 350, 67th Cong., 1st Sess. 1 (1921),
1939-1 C.B. (Part 2) 168, 174. In its original form section 931
al l owed a corporation to exclude its possession-source incone if
it met an “80-percent source” test and a “50-percent active trade
or business" test. Because of the exclusion, and because
di vi dends received by a donestic corporation fromits wholly
owned possessions subsidiary were not eligible for the
i ntercorporate dividends received deductions under section
246(a)(2) (B), possessions corporations amassed | arge anounts of
income not repatriated to the United States.

In the Tax Reform Act of 1976, Pub. L. 94-455, sec. 1051, 90

Stat. 1643, Congress revised the prior lawin order to provide
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for a nore efficient system exenpting possessi ons corporations so
that the possessions would not |ose a significant source of

capital. See Coca-Cola Co. & Subs. v. Conmm ssioner, supra at 22.

In place of the exenption nechani smcontained in section 931,
Congress enacted section 936 to permt a U S. corporation to
elect a tax credit to offset the U S. tax on its possessions
income. Thus, the current version of the investnent incentive
takes the formof a tax credit rather than an exenpti on.

It is clear fromthe |l egislative record that Congress was
aware of the highly favorable tax benefits afforded U S
corporations operating in Puerto Rico. It is equally clear that
Congress intended to retain and reaffirm such tax benefits by
enacting section 936. The Senate Finance Committee and t he House
Ways and Means Conmittee stated the following, in virtually
i dentical reports:

The speci al exenption provided (under sec. 931) in
conjunction with investnent incentive prograns
est abl i shed by possessions of the United States,
especially the Comopnweal th of Puerto Rico, have been
used as an inducenent to U S. corporate investnent in
active trades and businesses in Puerto Rico and the
possessions. Under these investnent prograns little or
no tax is paid to the possessions for a period as |ong
as 10 to 15 years and no tax is paid to the United
States as long as no dividends are paid to the parent
cor porati on.

Because no current U S. tax is inposed on the
earnings if they are not repatriated, the anount of
i ncome which accurnul ates over the years fromthese
busi ness activities can be substantial. The anmounts
whi ch may be allowed to accunul ate are often beyond
what can be profitably invested within the possession
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where the business is conducted. As a result,
corporations generally invest this inconme in other
possessions or in foreign countries either directly or
t hrough possessi ons banks or other financial
institutions. 1In this way possessions corporations not
only avoid U.S. tax on their earnings from busi nesses
conducted in a possession, but also avoid U S. tax on
the incone obtained fromreinvesting their business
ear ni ngs abr oad.

The commttee after studying the problem concl uded
that it is inappropriate to disturb the existing
rel ati onshi p between the possessions investnent
incentives and the U S. tax |aws because of the
inportant role it is believed they play in keeping
investnment in the possessions conpetitive with
i nvestnment in neighboring countries. The U S
Gover nnent i nposes upon the possessions various
requi renents, such as m ni nrum wage requirenents and
requirenents to use U S. flagships in transporting
goods between the United States and vari ous
possessi ons, which substantially increase the |abor,
transportation and other costs of establishing business
operations in Puerto Rico. Thus, w thout significant
| ocal tax incentives that are not nullified by U S
t axes, the possessions would find it quite difficult to
attract investnents by U S. corporations.

However, investing the business earnings of these
possessi on corporations outside of the possession where
t he business is being conducted does not contribute
significantly to the econony of that possession either
by creating new jobs or by providing capital to others
to build new plants and equi pment. Accordingly, while
the commttee believes it is appropriate to continue to
exenpt trade or business inconme derived in a possession
and i nvestnent incone earned in that possession, your
commttee does not believe it is appropriate to provide
a tax exenption for inconme frominvestnents outside of
t he possessi on.

In addition, the comnmttee recogni zes that the
provi sion of present |aw denying a dividends received
deduction to the U S. parent corporation forces a
possessions corporation to invest its inconme abroad
until the possessions corporation is |iquidated
(usually upon the termnation of the |ocal tax
exenption) when it can be returned to the United States
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tax free. These accumul ated busi ness profits are not
avail able for investnment within the United States, and
the incone produced is (under present |aw) not subject
to U S tax. The commttee believes that while it is
appropriate to tax the foreign source investnent incone
from possessi on busi ness earni ngs, possessions
corporations should at the sane tine be given the
alternative of returning the business incone to the
United States prior to liquidation wthout paying U S.
tax. Permtting tax-free repatriation of the

accunul ated earnings only upon the |liquidation of the
possessi ons corporation, while taxing the foreign
source investnent derived fromthe accumul at ed
earnings, would | essen to a significant extent the tax
incentive of making the initial investnent.

To acconplish these two maj or changes, the
commttee’ s anendnent revises present |law to provide
for a nore efficient systemfor exenption of
possessi ons corporations. Under the anmendnent, these
corporations are generally to be taxed on worl dw de
incone in a manner simlar to that applicable to any
other U S. corporation, but a full 48 percent foreign
tax credit is to be given for the business and
qualified investnent incone from possessions regardl ess
of whether or not any tax is in fact paid to the
governnment of the possession. The effect of this
revised treatnent will be to exenpt fromtax the inconme
from busi ness activities and qualified investnents in
t he possessions, to allow a dividends received
deduction for dividends froma possessions corporation
toits U S. parent corporation, and to tax currently
all other foreign source inconme of possessions
corporations (with allowance for the usual foreign tax
credit). The conmttee believes that this revised
treatment will assist the U S. possessions in obtaining
enpl oynent - produci ng i nvestnents by U S. corporations,
whil e at the sane tinme encouragi ng those corporations
to bring back to the United States the earnings from
these investnments to the extent they cannot be
reinvested productively in the possession. [S. Rept.
94-938, at 277-278 (1976), 1976-3 C.B. (Vol. 3) 57,
315-316; fn. refs. omtted.]

See also H Rept. 94-658, at 254-255 (1975), 1976-3 C. B. (\Vol.

945, 946-947.
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On the basis of our understanding of the |egislative record,
we believe that Congress pronul gated the “active conduct of a
trade or business” requirenent of section 936(a) intending to
prevent a domestic corporate taxpayer fromavailing itself of the
possessions tax credit unless it established and regularly
operated an enpl oynent - produci ng, profit-notivated busi ness
activity in a U S. possession. W also believe that Congress
expected the taxpayer to participate neaningfully in the
managenent and operation of that activity and to invest
significantly in that activity, the expected result of which
woul d be to strengthen the econony of the possession where the
activity was located. In light of Congress’ intent for section
936, the Secretary’'s interpretations of the subject phrase for
pur poses of other sections of the Code, and the Suprenme Court’s
interpretation of the phrase “trade or business” in section
162(a), we believe that, for purposes of section 936(a), a
t axpayer actively conducts a trade or business in a U S
possession only if it participates regularly, continually,
extensively, and actively in the managenent and operation of its

profit-notivated activity in that possession. Cf. Conm SSioner

V. Groetzinger, 480 U S. at 26; H ggins v. Conm ssioner, 312 U.S.

at 217; Stanton v. Comm ssioner, 399 F.2d 326, 329-330 (5th G

1968), affg. T.C. Meno. 1967-137. W also believe that, for the

purpose of this participation requirenment, the services
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underlying a manufacturing contract nmay be inputed to a taxpayer
only to the extent that the performance of those services is
adequat el y supervi sed by the taxpayer’s own enpl oyees.

We ask ourselves in this case whet her MedChem P. R
participated regularly, continually, extensively, and actively in
t he managenent and operation of Avitene’'s manufacturing in Puerto
Ri co throughout the requisite 3-year period. Under the facts at
hand, we nust answer that question in the negative. |ndeed, we
are not even able to find that MedChem P. R had any neani ngf ul
busi ness activity in Puerto Rico during that period. MedChem
P.R’'s investnent in the econony of Puerto R co during that
period was al nost nonexistent in the sense that it placed in that
possession only one enpl oyee and established in that possession
only a one-roomoffice. Mreover, MedChem P. R abandoned the
office and term nated the enpl oyee on June 30, 1990. Although
MedChem P. R’ s decision to have Avitene manufactured in Puerto
Rico did result in the use of sone of that possession’s work
force, and thus ostensibly harnonize with Congress’ intent for
t he possessions tax credit to produce enploynent in that
possession, we are unable to find that nore than a few if any of
t he individuals who worked in Puerto Rico on Avitene-rel ated
matters were hired as a result of the Avitene contract. Al the

sane, we do not believe that the creation of jobs in Puerto R co
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is the sole criterion that a taxpayer nmust neet in order to be
entitled to the possession tax credit.

Petitioners observe correctly that MedChem P. R was i nvol ved
with the Puerto Rico-based manufacturing business of Avitene by
virtue of the fact that it supplied the raw materials and
equi pnent necessary to manufacture the drug. Such m ninm
association with a trade or business, however, does not
constitute the active conduct of a trade or business in Puerto
Ri co for purposes of section 936(a). The nere fact that a
t axpayer owns property used in a trade or business is sinply not
enough to characterize the taxpayer as an active conductor of
that trade or business. The taxpayer in such a situation does
not nmeet the requirenent as to a regular, continual, extensive,
and active participant in the managenent and operation of the
profit-notivated activity. Nor, in fact, does such a taxpayer
subject itself to many of the econom c risks and benefits of
busi ness in general.

Here, MedChem P. R | acked any operational or directional
control over the Avitene business. All of the business
activities connected to Avitene were directed and control |l ed by
Alcon P.R, out of its Puerto Rico-based operation, and by
MedChem U. S. A., out of its Whburn-based facility. In fact,
petitioners’ involvenent in Puerto Rico during the 3-year period

failed even to qualify as a trade or business in Puerto Rico,
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given that petitioners’ involvenment in that possession focused
mai nly on the Wburn-based efforts of MedChem U.S. A’ s personnel
to understand the Avitene nmanufacturing process and, after June
30, 1990, to nove that process fromAlcon P.R’'s facility in
Puerto Rico to MedChem U. S. A ’s facility in Wburn. Wereas
petitioners initially planned to establish a manufacturing
facility in Puerto Rico during the relevant years and, to that
end, hired M. Perez, opened an office in Humacao, and purchased
Il and in Juncos, their plans changed in 1990. In 1990,
petitioners scuttled their efforts to establish a facility in
Puerto Rico, wote off the proposed facility's capitalized costs,
cl osed the Humacao office, termnated M. Perez, and began noving
the Avitene manufacturing process into MedChem U.S. A.’s idled
Anvisc facility in Wburn. Petitioners also caused Alcon P.R to
move into that facility all of the equipnent in Puerto Rico that
had been and was required to be used to performthe work in phase
1 of the Avitene manufacturing process.

Petitioners assert that all of MedChem P.R ’'s incone was
attributable to its sale in Puerto R co of Avitene that was
manuf actured in that possession and that MedChem P.R had a

significant business presence in Puerto Rico. W disagree.*

4 We distinguish Frank v. International Canadian Corp., 308

F.2d 520 (9th Cr. 1962), a case cited by petitioners to support
their assertion that MedChem P. R actively conducted a trade or
business by virtue of its sales activity. The relevant hol ding

(continued. . .)
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For purposes of section 936(a), MedChem P.R ’s “ business
presence” in Puerto Rico was insignificant in that it did not
contribute significantly to Puerto Rico’ s econony either by
creating new jobs or by providing capital to others to build new
pl ants and equi pnent. See S. Rept. 94-938, supra at 277-278,
1976-3 C.B. (Vol. 3) at 315-316; see also H Rept. 94-658, supra,
1976-3 C.B. (Vol. 2) at 946-947. Al of MedChem P.R ’s business
activities after June 30, 1990, were based in Wburn, and
petitioners’ primary connection to Puerto Rico during that tine
was to further its efforts to nove the manufacturing of Avitene
to Whburn, where the nonmanufacturing, Avitene-related business
and ancillary activities (e.g., financial oversight, sales, and
product devel opnent) were perfornmed by MedChem U. S. A, enpl oyees.

Petitioners rely on the fact that title to the non-Japanese-
mar ket Avitene passed from MedChem P. R to MedChem U.S. A in
Puerto Rico. W do not believe that this fact, standing al one,
| eads to petitioners’ proffered conclusion that MedChem P. R
actively conducted a trade or business in Puerto Rico throughout
the 3-year period. Indeed, the facts of this case leads us to a

contrary conclusion.® Avitene was manufactured in Puerto Rico

¥4(...continued)
in Frank concerned whet her the taxpayer actively conducted a
trade or business and did not concern where that trade or
busi ness was | ocat ed.

15 Petitioners rely in part on their assertion in brief that
(continued. . .)
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at the Alcon P.R facility, and Alcon P.R s enpl oyees perforned
every task required in the manufacturing process, including the
supervision thereof. Alcon P.R s enployees perfornmed those jobs
wi thout the right or ability of either petitioner to manage,
direct, or control any part of the manufacturing process. Alcon
P.R enpl oyees al so perforned Avitene's quality assurance
function, including the retention of Avitene s master
docunent ati on and manufacturing records.?® MdChem U. S. A's

enpl oyees distributed, marketed, and sold Avitene from Wburn,
and they did so without any interaction or involvenment by MedChem
P. R MedChem U. S. A’ s enpl oyees worked out of Wburn inproving
Avi tene and devel oping new forns of Avitene. MdChemU.S. A's
Wbbur n- based personnel nmaintained for petitioners the books and
records as to Avitene and received, reviewed, and processed
paynment on any Avitene-related invoice received by petitioners.
MedChem U. S. A.’ s personnel provided Alcon P.R and the

pl anner/ buyers wi th manufacturing schedul es prepared i n Wburn;

15, .. conti nued)
the parties have stipulated that “100 percent of MedChemP.R’s
inconmre was derived fromits sales in Puerto Rico of Avitene that
was manufactured in Puerto Rico”. Actually, the stipulation
reads that “100 percent of MedChem P.R ’'s reported incone cane
fromthe sale of Avitene that was manufactured in Puerto Rico.”
The stipul ation does not say that MedChem P.R sold the Avitene
in Puerto Rico.

1 Al t hough MedChem U.S. A. occasionally performed linmted
qual ity assurance tests on finished Avitene, MedChem P.R
performed no quality testing at all.
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t he pl anner/buyers, who were enployed at the Alcon P.R facility
by Kelly or Alcon P.R, made sure that Alcon P.R ’s personnel had
the materials necessary to manufacture Avitene. MedChem U. S. A
owned all of the intangible assets used to nmanufacture Avitene
and, throughout the 3-year period, guaranteed to the Al con
Entities that it would pay all debts and performall obligations
of MedChem P. R arising fromthe asset purchase and rel ated

agr eenent s.

Petitioners list in their brief 23 activities which, they
assert, denonstrate that MedChem P. R actively conducted a trade
or business in Puerto Rico during the requisite 3-year period.

We disagree with this assertion. Sone of the activities |isted
by petitioners preceded the 3-year period, and very few of the
other listed activities occurred continually throughout that
period. The isolated activities which did occur during the
period do not support petitioners’ conclusion that MedChem P. R
continued to conduct actively a trade or business in Puerto Rico.
The nere fact that MedChem P. R owned the necessary raw materials
and manufacturing equi pnent and hired Alcon P.R to use those
materi al s and equi pnent to manufacture Avitene in Puerto Rico is
not enough under the facts herein to conclude that MedChem P. R

actively conducted a trade or business in Puerto Rico throughout
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the 3-year period.? Wile it is true that petitioners continued
to use the trade or business of Alcon P.R to manufacture Avitene
after June 30, 1990, while MedChem U.S. A established an Avitene
manufacturing facility in Wburn, the use of Alcon P.R’'s
busi ness was not MedChem P.R ’'s trade or business. |In fact,
petitioners have consistently reported in all but one instance
that Alcon P.R was Avitene's manufacturer. That one instance is
here where, solely for the purpose of Federal incone tax,
petitioners invite the Court to hold that MedChem P.R was in
fact Avitene's manufacturer. W decline that invitation.

Petitioners argue that MedChem P. R had enpl oyees who
performed Avitene-related services in Puerto Rico during the 3-
year period. Petitioners assert that MedChem P.R paid for the
Avitene-rel ated services of these individuals and that the
i ndi vidual s represented the interests of MedChem P.R while
wor ki ng on Avitene matters. Petitioners assert that MedChem P. R
directed and controlled the Avitene-related work of these
i ndi vidual s and that no non- MedChem P. R enpl oyee or entity had
the ability to direct or control that work. Petitioners

generally identify these individuals as the MedChem P. R officers

7 Contrary to petitioners’ request, we do not find that
MedChem P. R. enpl oyees purchased those raw materials or nonitored
the production of Avitene or any of the inventory. As discussed
herein, enployees of either Alcon P.R or MedChem U. S. A
generally perforned all of the services connected to Avitene
during the 3-year period.
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and/or directors, the Kelly enpl oyees, certain MedChem U. S. A
enpl oyees, and a certain Alcon P.R enployee; petitioners assert
that individuals in the latter two categories worked concurrently
as enpl oyees of MedChem P. R and either MedChem U.S. A, or Al con
P.R Petitioners specifically identify these individuals as:
(1) M. Perez and his staff from Septenber 1, 1989, through June
30, 1990, (2) Messrs. Castro and Rivera fromJuly 1990 through
March 1991 and from April through August 1992, (3) Messrs. Castro
and Velez fromApril 1991 through April 1992, (4) MedChem P.R
of ficers and/or directors Donal dson, Geffken, Mran, Sullivan,
and Swann, (5) MedChem U.S. A enpl oyees Acosta, Falvey, Ferdman,
M cal e, McDonough, Rudol ph, Severance, Shepherd, Stevens, and
Tanny, and (6) various unnaned engi neers.

We do not find that any of the listed individuals were
MedChem P. R. enpl oyees. The presence of an enpl oyer-enpl oyee
relationship is a factual determ nation that rests on the

principles of common |law. See, e.g., Nationwide Miut. Ins. Co. v.

Darden, 503 U. S. 318, 322-324 (1992); Mitthews v. Conm ssioner,

92 T.C. 351, 360 (1989), affd. 907 F.2d 1173 (D.C. Cr. 1990);

Pr of essi onal & Executive Leasing, Inc. v. Conm ssioner, 89 T.C

225, 232 (1987), affd. 862 F.2d 751 (9th Cir. 1988); Sinpson v.

Commi ssioner, 64 T.C 974, 984-985 (1975); see al so sec.

3121(d)(2). Factors commonly considered by courts in determning

such a relationship are the: (1) Right to control the details of
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the work, (2) furnishing of the tools and the work place, (3)
wi t hhol di ng of taxes, workers’ conpensation, and unenpl oynent
i nsurance funds, (4) right to discharge, and (5) pernanency of

the relationship. See Professional & Executive Leasing, Inc. V.

Conm ssioner, 862 F.2d at 753 (citing United States v. Silk, 331

US 704, 714-716 (1947); Sinpson v. Conm SssSioner, supra at

984-985). Although each factor is inportant, the test that is
usual |y considered fundanmental is set out in the regul ations.
Section 31.3401(c)-1(b), Enploynent Tax Regs., which generally
sets forth rules as to an enployer’s obligation to w thhold
Federal inconme taxes on the paynent of wages, provides:

Cenerally the relationship of enployer and enpl oyee

exi sts when the person for whom services are perforned
has the right to control and direct the individual who
perfornms the services, not only as to the result to be
acconpl i shed by the work but also as to the details and
means by which that result is acconplished. That is,
an enpl oyee is subject to the wll and control of the
enpl oyer not only as to what shall be done but how it
shall be done. In this connection, it is not necessary
that the enployer actually direct or control the manner
in which the services are perforned; it is sufficient
if he has the right to do so. * * * In general, if an
i ndi vidual is subject to the control or direction of
another nerely as to the result to be acconplished by
the work and not as to the neans and nethods for
acconplishing the result, he is not an enpl oyee.

See al so secs. 31.3121(d)-1(c)(1) and 31.3306(i)-1(b), Enploynent
Tax Regs., providing |anguage virtually identical to sec.

31.3401(c)-1(b), Enploynent Tax Regs., in the case of the Federal
| nsurance Contri butions Act and the Federal Unenpl oynment Tax Act,

respectively.
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Here, we find nothing in the record to persuade us that
MedChem P. R had the right to direct or control any of the
purported MedChem P. R enpl oyees in their performance of Avitene-
rel ated services. Although petitioners invite us to find that
MedChem P. R directed and controlled the Avitene-rel ated work of
these individuals by virtue of the fact that they interacted with
one or nore individuals who served concurrently as an officer
and/ or director of MedChem P.R and MedChem U.S. A., the record
indicates to the contrary. All of the individuals who worked on
an Avitene matter were directed and controlled by either Al con
P.R or MedChem U S. A In fact, MedChem P. R was expressly
prohi bited by the processing agreenent fromtaking a nanageri al
role in the manufacturing process. Moreover, MedChem P. R never
even directed or controlled any of its officers, except possibly
M. Perez up until July 1, 1990. W also believe it nost telling
that MedChem P. R did not hold any of these individuals out or
report them as enpl oyees until the conmmencenent of this
litigation, that each of these individuals was hired and directly
paid by MedChem U.S. A or Alcon P.R, that MedChem P. R never
pai d enpl oynent taxes as to these individuals, that MedChem P. R
never provided these individuals with workers’ conpensation
i nsurance or enployee benefits, and that all of these individuals

wor ked at the Alcon PR and MedChem U.S. A. facilities.
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We concl ude and hold that MedChem P. R does not neet the
“active conduct of a trade or business within a possession”
requi renment of section 936(a)(2)(B). In so holding, we note that

petitioners rely erroneously on Suzy’'s Zoo v. Conmm ssioner, 114

T.C. 1 (2000), for a contrary holding. There, the taxpayer was a
corporation that sold greeting cards and ot her paper products
beari ng copies of one or nore of the taxpayer’s cartoon
characters. The taxpayer’s enpl oyees devel oped the characters,
and the taxpayer transferred the characters to printing conpanies
to print the paper products in accordance with the taxpayer’s
specifications. The printers used their own ink and paperstock,
and they held title to and bore the risk of loss of the supplies
and printed goods until the goods were sent back to the taxpayer
for its acceptance or rejection. The printers could not sell any
i mges of the characters, and they could not sell any of the

t axpayer’s paper products. The taxpayer argued that, for

pur poses of section 263A, the printers produced the finished
goods, and it resold them W disagreed. W held that the

t axpayer was the producer of the finished goods. W noted that
the printing of the characters onto the paper products was
mnisterial and that the critical step in the manufacturing of
the finished good was the drawi ng of the characters. In contrast
with the situation there, where the thrust of the work as to the

finished product was performed by the taxpayer, the thrust of the
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work here as to the manufacturing of Avitene was perfornmed by
Alcon P.R  The Avitene manufacturing process was not mnisterial
but required specialized skill and expertise, unlike the

reproduction process in Suzy's Zoo.

We have rejected all argunments not discussed herein as

w thout nmerit or irrelevant. To reflect the foregoing,

Decisions will be entered

under Rul e 155.
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APPENDI X A

Pre-Sec. 936(a)(2)(B) Test Period (1987 to Aug. 31, 1989)

Dec. 18, 1987 Petitioners buy the Avitene business from
Alcon P.R, and Alcon P.R agrees to (and
ultimately does) manufacture Avitene for
MedChem P. R. for the 3-year period ended Dec.
31, 1990.

Feb. 29, 1988 MedChem P. R hires M. Perez and establi shes
a one-roomoffice in Humacao.

June 21, 1989 MedChem P. R. purchases land for the

construction of an Avitene manufacturing
facility in Puerto Rico.

Sec. 936(a)(2)(B) Test Period (Sept. 1, 1989, to Aug. 31, 1992)

Feb. 2, 1990 District Court issues prelimnary injunction
as to MedChem U. S. A’ s manufacture and sal e
of Anvisc. MedChem P.R wites off
capitalized expenses relating to its proposed
facility in Puerto Rico. Unipro notified to
stop work on that facility.

Feb. 28, 1990 MedChem U. S. A. initiates plans to |l ocate an
Avi tene manufacturing facility into its idled
Anvisc facility in Wburn during the fall of
1990.

June 30, 1990 Petitioners nove their bulk flour
manuf act uri ng equi pnment from Humacao to
Wburn. M. Perez term nated, Hunacao office
cl osed, and records shipped to Wburn. Kelly
hires M. Castro to replace M. Perez as
Avi t ene pl anner/ buyer.

July 1, 1990 MedChem U. S. A. personnel in Wburn wite al
MedChem P. R. checks and nail those checks to
t he payees. MedChem U.S. A.’s personnel in
Wobur n approve and pay from MedChem P. R bank
account all invoices delivered to MedChem
P.R
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Decenber 1990 Petitioners nove their bul k nonwoven web
manuf act uri ng equi pnent from Hunacao to
Wobur n.

March 1991 M. Castro becones Alcon P.R enployee with

non- Avitene duties, and Al con P.R assigns
M. Velez to perform M. Castro’s forner

duti es.

April 1992 Kelly hires M. Rivera to replace M. Velez
as Avitene pl anner/ buyer.

August 1992 FDA audits the Avitene manufacturing process
and deal s al nost exclusively with Alcon P.R
personnel .

Post - Sec. 936(a)(2)(B) Period (Aug. 31, 1992, to Apr. 1994)

Cct ober 1992 MedChem U. S. A. starts manufacturing Avitene
i n Wbbur n.

July 1993 MedChem U. S. A. begins constructing a new
Avi tene finished goods manufacturing facility
i n Wbbur n.

April 1994 MedChem U. S. A, substantially conpletes the

construction of that facility.
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APPENDI X B

PROCESSI NG AGREENMENT

PROCESSI NG AGREEMENT dat ed as of Decenber 18, 1987
by and between MEDCHEM PUERTO RI CO, | NC. (*MedChem
[P.R]”), a Delaware corporation, and ALCON ( PUERTO
RICO INC. (“Alcon [P.R]”), a Delaware corporation.

In consideration of the nutual covenants and
agreenents contained in this Agreenent, MedChem [P.R ]
and Alcon [P.R ] covenant and agree as foll ows:

1. Definitions. As used in this Agreenent, the
follow ng terns have the meani ngs set forth bel ow

1.1 Acceptance Tests -- chem cal, physical
and perfornmance tests conducted in accordance with the
anal ytical procedures described in * * * [a referenced
schedule], to be applied to Avitene in order to
det erm ne whet her Avitene conforns to the Product
Speci fications.

* * * * * * *
1.4 Conversion Process -- the manufacturing

process by which raw materials are converted into the
fini shed Avitene product.

* * * * * * *

1.6 Delivery -- the delivery by Alcon [P.R]
of Avitene processed under this Agreenent.

1.7 Equi pment — the machinery and equi pnent
owned by MedChem [P. R ] and required for the processing
of Avitene.

1.8 Humacao Plant — Alcon[ P.R]’s Avitene
processing facility in Humacao, Puerto Rico.

* * * * * * *

1.10 Oder — a witing from MedChem [P. R ]
aut hori zing or directing Alcon [P.R] to process and
Del i ver Avitene.
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1.11 Product Specifications -— the
specifications for Avitene set forth * * * [in a
referenced schedul e] .

1.12 Proprietary Information -- all patents,
trademar ks, trade secrets, copyrights, inventions,
desi gns, | ogos, and any other proprietary rights owned
by MedChem [P.R'] which relate to the production and
processi ng of Avitene.

1.13 Processing Fee and Option C Processing
Fee — the fees paid by MedChem [P.R] to Alcon [P.R]
for each Order filled by Alcon [P.R] pursuant to
Section 9.

2. Pr ocessi ng.

2.1 In Ceneral. Subject to the provisions
of Section 5, and in return for a Processing Fee as
defined in Section 9, Alcon [P.R] agrees to process
fromraw materials owned and supplied by MedChem [P. R ]
all of MedChenif P.R]’s requirenents of Avitene for
sale by MedChem [P.R] to third parties. The raw
materials used in the Conversion Process as well as the
finished Avitene Product will remain the sole property
of MedChem [P. R ] throughout Alcon[ P.R]’s physical
possession thereof. Alcon [P.R] agrees to commt its
Humacao Pl ant for the processing of Avitene to satisfy
MedChen]i P.R]’s requirenents, subject to the
provi sions of Section 5. In the event that MedCheni
P.R]’ s requirenents of Avitene ever exceed the
capacity of the Humacao Pl ant as of the date hereof,
MedChem [P. R ] shall, at its expense, obtain such
addi tional Equi pnent as is necessary to increase
production capacity at the Humacao Plant, or shall use
reasonable efforts to obtain access el sewhere to
addi tional production capacity in order to neet the
requi renents that the Humacao Plant is unable to
satisfy.

2.2 Specifications. Alcon [P.R] agrees to
process Avitene in accordance wth the Product
Specifications and Good Manufacturing Practices as
defined by applicable |aws and regul ations * * *,
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2.3 Processing Method. To assist Alcon
[P.R] in satisfying its obligations under this
Agreenment, MedChem [P.R ] shall grant to Alcon [P.R]
pursuant to the ternms of Section 4 the right to use the
Equi prent, wi thout charge therefor. Alcon [P.R] shal
furnish all |abor, variable and fixed overhead and
qual ity assurance required for the processing of
Avi tene hereunder. MedChem [P.R] will enploy a plant
manager and ot her appropriate personnel who wll
i nspect, advise and make corrections when appropriate
wi th respect to the Conversion Process; however,
MedChem [P. R'] enployees will not participate in the
Al con [P.R] managenment process. Alcon [P.R] shall be
responsi ble for all maintenance of the Equi pnment used
in the Conversion Process and for the conpliance of
such Equi pnrent with applicable regul ati ons of
governnment al agencies, including but not limted to
regul ati ons promul gated by the U S. Food and Drug
Adm ni stration and the Environnental Protection Agency;
the cost of such nai ntenance and conpliance shall be
borne initially by Alcon [P.R] but shall be included
in the Processing Cost (as such termis defined in
Section 9). Alcon [P.R] shall also be responsible for
required validation studies on devices, fornmulae or
processes used in the Conversion Process. In the event
that Alcon [P.R] is required by a regulatory authority
to perform additional validation studies for purposes
of validating new devices, new nmanufacturing procedures
and/or new raw material and finished product assay
procedures in order to continue lawfully to engage in
t he processing of Avitene for MedChem[P.R ] (and
MedChem [P.R ], after notice from Al con that such
additional validation studies are required, directs
Alcon [P.R] to continue such processing), all expenses
borne by Alcon [P.R] in the conduct of any such
val idation studies shall be paid by Alcon [P.R] and
shal|l be included in the Processing Cost. To the
extent that MedChem [P. R ] nmakes direct expenditures
(not described in the preceding sentence) with regard
to (a) the purchase of nachinery or equipnent, (b) the
conpl i ance of existing machinery or equi pnment with al
applicable |l ans and regul ations or (c) the performance
of validation studies or any matter relating to the
Conversion Process, such expenditures shall not be
i ncluded in the Processing Cost.




3. Li cense.

3.1 Gant. MdChem[P.R] shall grant to
Alcon [P.R] a royalty-free nonexcl usive,
nontransferable license to use the Proprietary
Information solely in connection with the processing of
Avitene for MedChem [P.R ] pursuant to this Agreenent.

3.2 Owmwnership. Title to, and ownership of,
the Proprietary Information shall at all tinmes remain
solely and exclusively with MedChem [P.R ], and Al con
[P.R] shall not take any action inconsistent with such
title and ownership.

3.3 Protection. Alcon [P.R] hereby
covenants to hold such Proprietary Information in
confidence. Alcon [P.R] shall not, w thout the prior
witten consent of MedChem [P.R ], disclose or
ot herwi se nmake avail abl e such Proprietary Information
in any formto any person, except to Alcon[ P.R]’s
enpl oyees. * * *

3.4 Equitable Relief; Indemification.
Since an unaut horized use or transfer of the
Proprietary Information will substantially dimnish the
value to MedChem [P.R] of its rights with respect
thereto, if Alcon [P.R ] breaches any of its
obl i gations under this Section 3, MedChem [P.R ] shal
(without Iimting its other rights or renedi es) be
entitled to equitable relief (including but not limted
to injunctive relief) to protect its interests. Alcon
[P.R] shall indemify and hold MedChem [P.R ] harml ess
for any | osses or damages whi ch MedChem [P.R ] may
suffer as a result of any unauthorized use, transfer or
di scl osure of the Proprietary Information caused by the
acts or omssion of Alcon [P.R].

4. Machinery and Equi pnent. For the duration of
this Agreenent, MedChem [P.R ] shall grant to Al con
[P.R] the right to use, free of charge, all Equi pnent
owned by MedChem [P.R ] and required in the Conversion
Process, provided that Alcon [P.R ] shall use such
Equi pnrent solely for the purpose of processing Avitene
pursuant to this Agreenent. Title to and ownership of
t he Equi pnent shall remain at all tinmes solely and
exclusively with MedChem [P.R]. Alcon[ P.R]’'s rights
W th respect to the use of the Equi pnent shall be
nontransferable. Alcon [P.R] shall take reasonable
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precautions to preserve the physical condition of the
Equi prrent, and upon the term nation of this Agreenent
pursuant to Section 12, shall return the Equi pnent to
MedChem [P.R ] in good working order and in the sanme
condition (taking into account normal wear and tear) as
it was initially provided to Alcon [P.R]. In the
event of any damage to the Equi pnent covered by

i nsurance nmai ntai ned by MedChem [P.R ], MedChem [P. R ]
shal |l be obligated to apply any proceeds received in
respect of such insurance, and Alcon [P.R] shall be
relieved fromliability to the extent of such proceeds.

5. Odering Procedure.

5.1 |Initial Annual Forecast. MedChem|[P.R ]
shall be responsible for directing the quantity and
types of Avitene processed by Alcon [P.R]. In that
regard, MedChem [P.R ] shall, within 60 days of the
date of this Agreenent, deliver to Alcon [P.R] an
annual forecast (the “Initial Forecast Anount”) of
MedChen]i P.R ]’s projected requirenments for each
Avi tene product for each cal endar quarter or fraction
t hereof during the period conmencing on the date of
this Agreenent and endi ng on Decenber 31, 1988. * * *

5.2 Subsequent Annual Forecast. No later
t han August 15, 1988 and 1989, MedChem [P.R ] shal
submt to Alcon [P.R] its prelimnary annual forecast
of its quarterly requirenents of Avitene for the next
cal endar year (the “Current Annual Forecast Anmount”).
Such prelimnary annual forecast shall be updated on
Novenber 30, 1988 and 1989.

5.3 Annual Commitnent. MedChem[P.R ] shal
order at |least 80%of the Initial Forecast Anmount or
the Current Annual Forecast Amount and Al con [P.R ]
shal|l be required to process up to 250% of the Initial
Forecast Amount or the Current Annual Forecast Anount.
In this regard, Alcon [P.R] shall be given a
reasonabl e amount of tinme to neet any increases over
the Initial Forecast Amount. Alcon [P.R ] agrees, upon
reasonabl e notice, to act in good faith to neet any
such increases. |In addition, in connection with
MedChen]f P.R]’s efforts to establish the MedChem
[P.R] Plant pursuant to Section 13, Alcon [P.R]
agrees, upon reasonable notice to use good faith
efforts to process such reasonabl e anpbunts in excess of
250% of the Current Annual Forecast Anmount during the
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ninety (90) day period prior to the effective
termnation of this Agreenment so that MedChem [P. R ]
may mai ntain sufficient inventory to continue norm
sales activity while it commences operation at the
MedChem [P.R ] Plant. * * *

5.4 Oders and Quarterly Updates. Wthin a
reasonable time after the date of this Agreenment, and
at | east 15 days prior to January 1, April 1, July 1
and Cctober 1 of each year thereafter, MedChem [P.R ]
shall furnish to Alcon [P.R] (i) a binding order for
Avitene to be processed and Delivered by Alcon [P.R]
on a date of Delivery specified by MedChem[P.R ],
which will allow Alcon [P.R] at |east 30 days fromthe
date of receipt of such Order before such Delivery is
required, and (ii) a forecast of MedChen] P.R]’s
projected requirenments of Avitene for the three
cal endar nonths follow ng the cal endar quarter covered
by the relevant Order * * *. Alcon [P.R] shal
Deliver the specified quantity and type of Avitene
wi thin not nore than seven days after the Delivery date
specified in the Order. It is understood and agreed
that in the event Alcon [P.R] is unable or unwilling
through no fault of MedChem |[P.R ] to process Avitene
ordered by MedChem [P.R ] in the anount forecast and/or
ordered, MedChem[P.R ] is free, w thout thereby
restricting any rights or renedies it may have agai nst
Alcon [P.R] as a result of such nonperfornmance
hereunder, to seek the contract services of third
parties to process the increnental quantities which
Alcon [P.R] is unable or unwilling to provide.

5.5. lnvoices. Alcon [P.R] shall submt to
MedChem [P. R'] an invoice as soon as practicable after
delivery of Avitene to MedChem [P.R]. Such invoice
shal | specify the ampbunt and type of Avitene Delivered
pursuant to the relevant Order, the date of shipnent,
and the Processing Cost, and a cal culation of the
Processing Fee allocable to the Order.

* * * * * * *

6. Packagi ng and Label i ng.

6.1 Design of Package. MedChem [P.R ] shal
be responsible for preparing and providing to Al con
[P.R] labeling copy and/or artwork, as appropriate,
for Avitene, and MedChem [P. R ] hereby warrants that
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such | abeling shall be, in content, in conpliance with
all applicable governnental regulations. In

determ ning the | abeling for Avitene, MedChem [P.R ]
shall have the right to use its corporate and/or trade
name(s) and its own trademark(s), and to determ ne the
general design and appearance of such | abeling.

6.2 Packaging. Uilizing the | abeling copy
and/or artwork provided by MedChem [P.R ], Alcon [P.R]
shall be responsible initially for producing finished
| abeling and/or materials, and attaching or
acconpanyi ng such labeling to or with Avitene. MedChem
[P.R] shall have the option of changing the |abeling
copy and/or artwork for Avitene packaging at any tine,
upon 90 days prior witten notice to Alcon [P.R].
MedChem [ P. R'] shall further have the option of
assum ng responsibility at any time for producing the
finished | abeling and packagi ng materials and
delivering such materials to Alcon [P.R] for
association with Avitene, provided that Alcon [P.R ]
has received 90 days prior witten notice of such a
change.

7. Delivery: Storage.

7.1 Delivery. Acon [P.R] shall ship
Avi tene ordered by MedChem [P.R ] to such
destination(s) as MedChem [P.R ] shall designate inits
Order. Al Deliveries of Avitene under this Agreenent
shall be F.O B. common carrier designated by MedChem
[P.R]. Any potential liability for |oss or damage
that Alcon [P.R] may maintain by reason of its
physi cal possession throughout the Conversion Process
of the raw materials and finished Avitene owned by
MedChem [ P. R ] shall cease upon Delivery of such
Avitene to a common carrier. MdChem|[P.R ] shall be
responsible for (i) the paynent of all transportation
charges, taxes, and other charges incident to the
storage and novenent of Avitene in comrerce subsequent
to such transfer of the risk of loss to MedChem[P.R ],
and (ii) the cost of all insurance relating to the
Equi prent, raw materials, inventory and the processing
and storage of such Avitene, and such costs and charges
shall not be included in the cal cul ation of the
Processi ng Costs.

7.2 St orage; Rel ated Docunentation. At
MedCheni P.R]’s request and for so long as this
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Agreenent is in effect, Alcon [P.R] shall nake

avail able to MedChem [ P. R'] adequat e war ehouse space at
the Humacao Plant for the storage of Avitene processed
pursuant to this Agreenent or purchased by MedChem
[P.R] pursuant to the Asset Purchase Agreenent.
MedChem [ P. R ] shall have the right to inspect such

war ehouse space upon reasonable prior notice and during
nor mal busi ness hours.

8. Acceptance and Rejection of Avitene by MedChem

[P.R].

8.1 In Ceneral. Except as set forth bel ow,
MedChem [ P.R] shall have the right, within 30 working
days follow ng actual receipt by MedChem [P.R ] of any
Delivery, to reject any Avitene so Delivered which does
not conformin any material respect with the Product
Specifications, provided that such nonconformty did
not result from contam nation or other physical damage
cause by MedChem [P.R ] or third parties occurring
after Delivery (other than contam nati on caused by
subsequent Delivery by Alcon [P.R] of contam nated
Avitene.) [sic] * * *

8.2 Changes in Conversion Process;
Al ternative Suppliers. Upon witten consent by MedChem
[P.R], Alcon [P.R] may alter the Conversion Process
or obtain Avitene fromalternative suppliers for
Delivery to MedChem[P.R]. * * *

8.3 Testing by Alcon [P.R]. Alcon [P.R]
shall submt to MedChem [P.R ], together with each
shi prent, batch or lot of Avitene Delivered to MedChem
[P.R] a witten notice (i) certifying that such
shi pnent, batch or lot of Avitene neets in every
mat eri al respect the Product Specifications and (ii)
specifying the results of Alcon[ P.R]’'s analysis of
such shipment, batch or |ot.

8.4 Testing by MedChem [P.R]. MedChem
[P.R], at its option, may performthe Acceptance Tests
on random sanpl e packages of Avitene in order to
det erm ne whet her such Avitene confornms in every
mat erial respect wth the Product Specifications.

8.5 Notice; Return; Retesting: Replacenent.
MedChem [P. R'] shall not be obligated to remt the
Processing Fee to Alcon [P.R] for, and shall notify
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Alcon [P.R] in witing of, the failure of any sanple,
shi pment or lot of Avitene to neet in any materi al
respect the Product Specifications. MdChem|[P.R ]
shall return to Alcon [P.R ] any such rejected sanpl e,
shipnent or lot of Avitene, at Alcon[ P.R]’s expense.
Alcon [P.R], at its expense, shall replace any
properly rejected sanple, shipnent or |ot of Avitene.
Alcon [P.R] shall also reinburse MedChem [P.R ] for
any inventory |oss due to warehouse danage, damage
resulting fromthe failure of the Conversion Process
(except for damage resulting fromchanges in the
Conversion Process requested by MedChem[P.R ] and
instituted by Alcon [P.R]) or the expiration of the
expiration date of any Avitene products stored by
MedChem [ P.R'] in warehouse space provided by Al con
[P.R], provided that such expiration of the expiration
date is as a result of actions or om ssions by Alcon
[P.R] with respect to the managenent of the inventory.
Alcon [P.R] will not be responsible for inventory

| osses due to product obsol escence.

8.6 Product Recalls. |[If any Avitene product
is subjected to a recall by a governnental agency, or
in the event MedChem [P.R ], after notification to and
consultation wwth Alcon [P.R], elects to make such a
recall based on MedCheni P.R]’s good faith belief that
such Avitene is defective or not in conformty with
Alcon[ P.R]’s warranties, Alcon [P.R] shall pay the
actual out-of-pocket costs in connection with such
recall, including without limtation the replacenent of
recal l ed Avitene. The paynent of such costs by Al con
[P.R] shall not be included in the conputation of the
Processing Fee pursuant to Section 9 hereof. However,
if Alcon [P.R] was not in breach of its warranties,
MedChem [P.R ] shall hold Alcon [P.R] harm ess and
shal |l bear all costs and expenses in connection with
such recall.

9. Paynent .

9.1 Processing Cost. In return for the
processi ng services performed by Alcon [P.R] for
MedChem [P.R ], MedChem [P.R ] shall pay to Alcon
[P.R] a Processing Fee in connection with each O der
for Avitene Delivered pursuant to this Agreenent. The
Processing Fee shall be equal to Alcon[ P.R]’s
Processing Cost (as such termis defined bel ow) plus
ten percent (10% . However, the Processing Fee will be
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adj usted at year end to account for manufacturing
vari ances, which shall be cal cul ated pursuant to the
terms of this Section 9.

The Processing Fee shall be determned in two
steps. First, on or before Decenber 31 of each year,
Alcon [P.R] shall determ ne the estinmted Processing
Cost for the comng year. Processing Costs shall be
conposed of Standard Cost |ess the cost of raw
materials owned by MedChem [P. R ] and supplied to Al con
[P.R] for processing and the depreciation on machinery
and equi pnmrent owned by MedChem [P.R ] and used in the
Conversion Process. Standard Cost shall consist of the
sum of estimated direct |abor, direct materials,
vari abl e overhead, fixed overhead, and quality
assurance cost, and is defined in * * * [a referenced
schedul e]. Standard Cost shall not include costs
associated with insurance provided by MedChem[P.R ],
freight or shipping costs which shall be separately
billed to MedChem [P.R] by third parties. Standard
Cost also shall not include any direct |abor costs
incurred by MedChem [P.R] in connection with the
provi sion of services by MedChem [P. R ] enpl oyees at
the Humacao Plant. Such estinated Processing Cost plus
10% wi Il then be used as the estinated Processing Fee
t hroughout the year for purposes of billing MedChem
[P.R] for the quantity of Avitene produced each nonth.

Second, at the end of each year the parties shal
determ ne any manufacturing and/ or processing variances
by conparing the Processing Cost for such year with the
actual cost and volumes of Avitene during such year.
| f the variances indicate that the cost to Alcon [P.R]
to process the Avitene was greater than the Processing
Cost, then MedChem [P.R ] shall pay to Alcon [P.R] an
anount of noney equal to the total anmount of such
vari ance plus 10% w thin 30 days of MedChenf P.R]’s
receipt of witten notice setting forth the anount of
such variance. |If the variance indicates that the cost
to Alcon [P.R] was |ess than the Processi ng Cost, then
MedChem [P.R ] shall receive fromAlcon [P.R] an
anount of noney equal to the total anmount of such
vari ance plus 10% w thin 30 days of the end of the
year. * * * MedChem[P.R ] shall have the right to
engage an i ndependent auditor, upon reasonable witten
notice, to examne the rel evant books and records of
Alcon [P.R] in order to confirmthe accurate
cal cul ati on of Processing Cost.
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9.2 Option C Processing Fee. In addition to
the Processi ng Fee payabl e pursuant to Section 9.1
above, MedChem [P.R ] shall pay to Alcon [P.R] an
Option C Processing Fee in connection with the
processing of Coriumto Option C Flour pursuant to this
Agreenment. The Option C Processing Fee shall be
determined in two steps. First, on or before Decenber
31 of each year, Alcon [P.R] shall determ ne the
Option C Processing Cost of the Option C Flour. The
Option C Processing Cost shall be conposed of the
Option C Standard Cost |less the cost of raw materials
owned by MedChem [P.R ] and supplied to Alcon [P.R]
for processing and the depreciation on machi nery and
equi pnent owned by MedChem [P. R ] and used in the
Conversion Process. Option C Standard Cost shall
consist of direct labor, direct materials, variable
overhead, fixed overhead and quality assurance cost,
and is defined in * * * [a referenced schedul e] .
Option C Standard Cost shall not include costs
associated wth insurance provided by MedChem [P.R ],
freight or other costs which shall be separately billed
to MedChem [P.R ] by third parties. Option C Standard
Cost al so shall not include any direct |abor costs
incurred by MedChem [P. R ] in connection with the
provi sion of services by MedChem [P. R ] enpl oyees at
the Humacao Plant. The Option C Processing Cost plus
10% wi || then be used throughout the year for the
pur poses of billing MedChem [P.R ] for the quantity of
Option C Fl our produced each nonth.

The second step in determning the Option C
Processing Fee shall take place at the end of each
year. At that time, Alcon [P.R] shall determ ne any
manuf act uri ng and/ or processing variances by conparing
the Option C Processing Cost for such year with the
actual cost and volumes of Option C Flour during such
year. |f the variances indicate that the cost to Al con
[P.R] to process the Option C Flour was greater than
the Option C Processing Cost, then MedChem [P.R ] shall
pay to Alcon [P.R ] an anmount of noney equal to the
total anmount of such variance plus 10% w thin 30 days
of MedChenf P.R]’s receipt of witten notice setting
forth the amount of such variance. |If the variance
indicates that the cost to Alcon [P.R] was |less than
the Option C Processing Cost, then MedChem [P.R ] shall
receive fromAl con [P.R] an anount of noney equal to
the total amount of such variance plus 10% w thin 30
days of the end of the year. MedChem[P.R ] shall have
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the right to engage an independent auditor, upon
reasonable witten notice, to exam ne the rel evant
books and records of Alcon [P.R] in order to confirm
the accurate cal culation of the Option C Processing
Cost .

10. Paynent. MedChem [P.R ] shall pay Processing
Fees pursuant to Alcon[ P.R]’s invoice for Avitene
Del i vered under any Order within 30 days foll ow ng
recei pt by MedChem [P.R ] of such invoice. Paynent by
MedChem [P. R ] of any invoice submtted by Alcon [P.R ]
to MedChem [P.R ] shall not be required wth respect to
any shipnment or lot of Avitene which has been properly
rejected and returned by MedChem [P. R ] in accordance
with Section 8.5. Paynent of any disputed anmount (but
only to the extent of the disputed anmount) shall be
deferred until resolution of such dispute.

11. Warranty.

11.1 General Warranty:; Inspection. Alcon
[P.R] warrants that any Avitene Delivered under this
Agreenent shall neet the Product Specifications in
every material respect, and that at the tinme of
Del i very such Avitene shall be uncontam nated and free
fromdefects in materials and workmanshi p. MedChem
[P.R ] may nmake changes in the Product Specifications,
but such changes nust be nade known to and agreed to by
Alcon [P.R ], which agreenent shall not be unreasonably
wi t hhel d or delayed, and Alcon [P.R] shall pronptly
i ncorporate said change(s) in such products, consistent
wi th Good Manufacturing Practices and regul atory
requi renents. MedChem [P.R ] shall have the right to
i nspect the Humacao Pl ant during mutually agreed upon
times when the processing of Avitene is in progress to
insure that Alcon[ P.R]’'s processing of Avitene is in
conpliance with the Product Specifications. This right
of inspection granted to MedChem [P.R ] shall not be
deened as granting to MedChem [P. R ] access to any
trade secrets retained by Alcon [P.R] subsequent to
the closing of the transactions contenpl ated by the
Asset Purchase Agreenents.

11.2 MedChem [P.R ] Indemity. MedChem
[P.R] will indemify and hold Alcon [P.R ] harnl ess
fromany and all clains, damages, costs and/or
expenses, including, but not [imted to attorneys fees,
arising directly from (i) any change required by
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MedChem [P. R’ ] in the Product Specifications or the
Conversion Process fromthe manner in which such
procedures were carried out by Alcon [P.R] as of the
date of this Agreenent, if such change is the proxi mate
cause of such claim danmages, costs or expenses, (ii)
the pronotion, distribution, sale and/or internal use
by MedChem [P. R ] of Avitene processed by Alcon [P.R]
her eunder unless at the time of Delivery such Avitene
did not neet the warranty set forth in Section 11.1
hereof and (iii) any breach by MedChem [P.R ] of its
warranties and obligations under this Agreenent. Upon
the filing of any such claimor suit, Alcon [P.R]
shall imediately notify MedChem [P. R ] thereof and
shall permt MedChem[P.R ], at its cost, to handle and
control such claimor suit provided, however, that
Alcon [P.R] may, at its own expense, retain such
additional attorneys as it may deem necessary, which
attorneys will be permtted to reasonably observe
and/or participate in all aspects of (but not control)
t he defense of such clains or suits. MedChem|[P.R ]
shall have the right, after consultation with Al con
[P.R], to resolve and settle any such clains or suits.
This Indemity shall not abrogate or in any way nodify
the obligations of Alcon [P.R] pursuant to the
representations and warranties contained in the Asset
Pur chase Agreenent.

11.3 Acon [P.R] Indemity. Alcon [P.R]
will indemify and hold MedChem [P.R ] harm ess from
and against any and all liability, damage, |oss, cost,
or expense resulting fromany third party cl ai ns nmade
or suits brought agai nst MedChem [P.R ] which arise
fromAl con[ P.R]'s breach of any provision of this
Agreenent, including, but not imted to, clains of
product defect relating to Avitene which is not in
conformty with the warranty set forth in Section 11.1
hereof. Upon the filing of any such claimor suit,
MedChem [P.R] shall immediately notify Alcon [P.R]

t hereof and shall permt Alcon [P.R], at its cost, to
handl e and control such claimor suit; provided,
however, that MedChem [P.R ] may, at its own expense,
retain such additional attorneys as it may deem
necessary, which attorneys will be permtted to
reasonably observe and/or participate in all aspects of
(but not control) the defense of such clains or suits.
Alcon [P.R] shall have the right, after consultation
with MedChem [P.R ], to resolve and settle any such
clainms or suits.
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12. Term and Term nati on.

12.1 Termof Agreenent. The termof this
Agreenent shall comrence on the date hereof and shal
end on Decenber 31, 1990 (unl ess sooner term nated
pursuant to this Section 12), and may be renewed on
terms and conditions nutually satisfactory to the
parties hereto.

12.2 Insolvency. * * *

12.3 Default.

(a) In Ceneral. Except as otherw se
provided in this Section 12, either party, at its
option, may termnate this Agreenent upon the
occurrence of any breach by the other party, provided
however (i) that the nonbreaching party shall have
delivered to the breaching party a witten notice
speci fying such breach in reasonable detail, (ii) that
the breaching party shall not have cured such breach
within 60 days after receipt of the notice and (iii)

t hat the nonbreaching party nust exercise its option to
termnate this Agreenent within 60 days after the
expiration of the cure period.

(b) Failure to Deliver by Alcon [P.R].
Subj ect to the provisions of Section 12.3(c) of this
Agreenment, MedChem [P.R ] may term nate this Agreenent
if Alcon [P.R] fails to Deliver Avitene ordered by
MedChem [ P. R ] under this Agreenent, provided, however,
(1) that MedChem [P.R ] shall have delivered to Al con
[P.R] a witten notice of such failure to Deliver,
(1i) that Alcon [P.R] shall have failed to nmake
Delivery within 60 days after receipt of such witten
notice and (iii) that MedChem [P.R ] nust exercise its
option to termnate this Agreenent wthin 60 days after
the expiration of the cure period. Al con [P.R]
acknow edges and agrees that if Alcon [P.R] fails to
Deliver Avitene ordered by MedChem [P. R ] under this
Agreenent, MedChem [P.R ] may make alternative
arrangenments, at Alcon[ P.R]’'s expense, for the
processi ng of Avitene for the then renaining term of
this Agreenent. However, Alcon [P.R] shall not be
Iiable for any incidental or consequential damages
sustai ned by MedChem [P. R ] due to such failure to
del i ver.
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(c) Force Majeure. * * *

12. 4 Establishnent of MedChem [P.R ] Plant.
MedChem [P.R'] nay termnate this Agreenent pursuant to
t he provisions of Section 13.

12.5 Renedies Not Exclusive. 1In the event
of a breach of this Agreenent, the rights of
termnation provided in this Section 12 shall not be
excl usive of any renedies to which either party may be
entitled at law or in equity (as limted by the express
terms of this Agreenent), provided, however, that such
ot her renedi es shall not be subject to the tine
limtations set forth in Sections 12.3(a) and (D).

* * * * * * *

13. MedChem [P.R ] Plant. The parties
acknowl edge and agree that, during the termof this
Agreenment, MedChem [P.R] will take steps designed to
establish alternative facilities (the “MedChem [P. R ]
Plant”) that will enable MedChem [P.R ] to undertake
t he Conversion Process. 1In connection with the
establishment of the MedChem [P.R ] Plant, MedChem
[P.R] shall bear the costs of renoving the Equi pnment
fromthe Humacao Plant, including, but not limted to,
the costs of repairing any danage to the Humacao Pl ant
caused by such renmoval. Alcon [P.R] covenants that it
wi |l provide reasonabl e assistance to MedChem [P.R ] in
establishing the MedChem [P. R ] Plant, including
training of the Humacao Pl ant Manager and ot her
appropriate MedChem [P. R ] personnel in all aspects of
the Conversion Process. |In this regard, appropriate
MedChem [ P. R'] enpl oyees shall have the right, during
the termof this Agreenent, to observe with regard to
t he Conversion Process carried out by Alcon [P.R] at
t he Humacao Pl ant. However, such MedChem [P.R ]
enpl oyees will not participate in Alcon[ P.R]’s
managenent process. |In addition, upon the construction
of the MedChem [P.R ] Plant, Alcon [P.R] w Il assist
with the validation of three initial Avitene production
bat ches of each Avitene product produced at the MedChem
[P.R] Plant. Wen MedChem [P.R ] has successfully
establ i shed the necessary machi nery, equi pnent and
quality control procedures, inplenented the Conversion
Process at the MedChem [P. R ] Plant and, in the sole
opi ni on of MedChem [P.R ], conducted satisfactory
validation tests and received all applicable
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governnental approvals relating to the operation of the
MedChem [P.R ] Plant, MedChem [P.R ] shall have the
right to termnate this Agreenent prior to Decenber 31,
1990 upon at |east ninety (90) days prior witten
notice to Alcon [P.R].
* * *

* * * *

17. Applicable Law. The validity, perfornance
and construction of this Agreenent shall be governed by
the laws of the Commonweal th of Massachusetts.

* * * * * * *

19. Notices. Notices and other conmunications by
a party under this Agreenent shall be in witing and
hand- del i vered, deposited with an overnight carrier for
next day delivery, or deposited in the United States
mail as certified mail, return recei pt requested,
post age prepaid, addressed to the parties as follows
(or to such other addresses as either party may
designate fromtine to tinme in witing):

If to Alcon [P.R]:

Al con Laboratories, Inc.

6201 Sout h Freeway

Forth Wrth, TX 76134

Attention: Henry Meadows
Vice President and Controller
Surgical Specialty D vision

If to MedChem [P.R ]:

MedChem Puerto Rico, Inc.
43 Nagog Par k

Acton, MA 01720
Attention: Pr esi dent

and shall be deened gi ven when recei ved.

20. No Agency Relationship. Neither party shal
be deened to be the agent of the other party for any
purpose. Alcon [P.R] shall be deened an i ndependent
contractor for the purposes of its performance of
services for MedChem[P.R]. * * *

* * * * * * *



- 74 -
The parties hereto have executed this Agreenent as
a sealed instrunent and this Agreenent becones duly
effective, as of the date first witten above.
MEDCHEM PUERTO RI CO, | NC.
By: /s David A. Swann
Title: CEO
ALCON ( PUERTO RI CO | NC.
By: /s

Title: Vice President



