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exclustvely for educational purpases within tne meaning of s2ztion 5d1ic i3y of
the Intarna! Rsvanue Coge. Your application far esamgiion ingrcates you were
forred as an entity to co research by tne phys:crans of [ ENGNGEGEGEGGGEG

—and that the reszearsn will 1nvelve irsaiment modalitias for
varicus dizeases of the musculoskele®al system. All of tre members of your
Brard of Directors arse physicians with

The infarmation subm:itad with your application descr:ses [ zrug siudies or
esearch projests which you ars conducting or soon u,l be. Twec of the siudies

mpare the affectiveness of (NN, brend rere N, <o N 2nc
for pain assoclated with arthritis of the hip or knee

Thos« two studiss are sponscred by , the pharmacautical company
wnich mare: I Anoiher drug study, also soonycred by , 13 ke

compars the sffectiveness af a drug called NN - TN ;.
postaperative orihsopedic pain. An additional drug study, sponsorz: b (R,
formerly (NGB z clustes the 2ffact of & new drug ralled . i
transfusion ragusr2ments ard blecod liss in aztients undergoing hip replacement
surgery. These drug studies arza 1nitiated by the drug companies and the Jdrug
companies establizh and dictate the protocol. If the patients are pa:ig VYor
their participation i1n the studies, they are patd by ithe drug ccompanies. The
data generated by the studiezs 15 the property of the drug companizs. However,
investigators are allowed to publish the results in medical journals. A fifih
study, called a patient satisfaction survaey, 135 being conduct=e to delermine
patiant satisfaction w.ih the services provided by

. Questsionnaires arse distributed to patizntz and tha data w:ill be used to
tdentify and improve areas which recaive satisfaction ratings. Anather study
tnvalved determining the effeciiveness ¢f braces 1n tha trastment of
ostecartnritis of the knse. The study i1s spensorec by NN, 2 toece
manufactiurer, and I bra2ces are used in the study. Two other studies
invaive the use of cell saver bleood and predonation of bloed for slactive hip
and knee arthroplasty to determine which is mora 2ff=2ctive, and a carpal tunrel



Until you ers able *o afford your own facility, 2itnar the ]
I -- N - crovige space,  Some NN
gersonrel may be arsvided a2t ne 2osr. fou tngrcate
that, wnile maest of your ini*zal funding w:ll come frem cempanizs sconscring
pharmaceut:ical research, you antic.pate that grants ang canations wil =
abtained from other nocngrotfit entiiises and from ingividuals,
Sectizcn SQ1(c)(3J) of the Ccde pravides Tor tha 2asmpticn from rfageral :ncome f3a
of organiza‘ions inat are orgaenized and operaled 2¢clusively far zharitable and
scient:f1e purgoses.
Section 1.S@H{eX3o~1(di{1 12} of the Inczme Tas Regulat:ons crovides that an
arganization 1s not orpanitad or cperatsed 2xclusively for axempt gurposss unlass
14 serves a gublic rather than a grivate purpsse. Vo mes2t this reguirzment, 1t
15 necessary for an organ:iation to astabl:sh thai 11 15 notl organizad or
coerated for the bhenefit of private interesis.

Sectien 1.501(cHI)~1{d3(5'(1) of the regulations 1n defining the term
scia2ntifuic” urovxdes that since an o"ganx:a‘Lon may meet itne requiraments of
saction S@1(e X 3)Y only 1f 1} serves a publ:ic ther than a privaete intarest, a
“scientific” organizaticn must be organizzt and operaizad 10 the public intereszt,

n 1.881(c)(3)-1{d}81 1) of the requlations furi9er provides that

f < resaarch dees not include activities of a type ardinarily carriad on
dent tc commercial or indusirial operations, as, for exampla, the
y testing or inspectisan ¢f materials or producis.

Revenue Ruling 88~373, 1868~2 {.B. 298, :llusira’es ¢he above. In tha* ruling,
4 was nald thet an organization which primarily engaged in tesiing drugs For
coemmercial pharmaceutical companies did not gual:ify for exempilor under s2cticn
E@1.e)X(3) of the Code. ThHe crganization’s grincipal activiiy was the clinmical
testing of drugs for pharmaceutical companies. The itesting was raquired to
camply with FDA requirements that drugs be tested far safety and effzhacy bafore
they can be markated. The pharmaceutical companies selected the drugs to be
testad and the results were freely availasle for gublication. All of the
organization’s i1ncome was derived from the pharmaceutical companies 1n payment
for testing services. The ruling held that the clinical testing of urugs 13 an
activity ordinarily carried 3n as incidental to a3 pharmaceutical company’

cuommercial operaticnz. It further helo that the clinical testing of a drag for
sataty and e*ficacy in corder %o meet FOA raguirements for markating princ:opally
serves the private interast of the manufacliurer rather than the public inrerest.
Azcordingly, because the organizalicn served 2 private i1nterest rather thar 2

public interest, the crganization Fa:led ic qualify for SQ1H{cM3) examptian,

In yc r case, we beliave the clinical drug-testing you engags 1n serves the
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gracticas, total:ing -pn/=x 1ars 1n all. Lih2wise,

Study benerits in

their zperating efficaency 1rn pariicular rather~ than

g=neral.

Accordingly, bBecausze we hava deilerminad thai your activities z2rve subsziantial
ar:vate .nterests, tax-exemplion undar sectizcn S@VW{e )3y of tne Tode i1s daniad.
focu should file fegeral income ta« returns.

If you deo net agrae with these conclusions, vou may, withim 39 dayr fraom the
data of this letter, file :p cduplicate a oriaf of the facts, la argumant
that claarly sets ferin yvour pos:ition. I¢f you dasirz an o~a’ 4 sian 3f ths
1s55ue, please indicats this 1n your grotest. The enclosad Publicaticon 280 gives

instructions for filing a protest.

I7f you do not file a protest with thrz cffice w
report or letier, this proposed determinaticon w:

o

1thy
1

n 3@ days of the da‘e of
I beco

me final,

If you do not protast this proposed determination in a timely manner, 1t will be
considerad by the Internal Revenue Code as & failure to zxhaust avarlable
administrative remadies. Saction 74Z3(B)I(I) of the Intarnal Revenue Code
praovides in part ihat, "A declaraiory judgment or decres under Y1z 5
shall net be i1ssued ir avy peoceeding wnless tha Ta< Court, tns :
or the district courti of the Uniizd States for the Distrint ofF
aeterminag that the organization 1nvolvad has exhausteg admunist
avallable to 1t w:ihin the Internal Fevenue Serwvice.”
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