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In the
United States Court of Appeals
For the Seventh G rcuit

Nos. 94-1866 and 94- 1926
UNI TED STATES OF AMERI CA,
Pl aintiff-Appellee,

V.

CLI NTON D. ANDERSEN and
DOUGLAS M VAN DAMVE,

Def endant s- Appel | ant s.

Appeal fromthe United States District Court
for the Western District of Wsconsin.
No. 93 CR 77--Barbara B. Crabb, Chief Judge.

ARGUED OCTOBER 4, 1994--DECI DED JANUARY 18, 1995

Bef ore CUDAHY and FLAUM Circuit Judges, and
ROSZKOWBKI, Senior District Judge.*

CUDAHY, Circuit Judge.
| . FACTS

The def endant s-appell ants Van Damme and Ander sen
owned and operated a veterinary clinic, treating primar-
I 1y food-producing aninmals, especially dairy cattle. During
1984-1986 they also ran a "side business" in veterinary
drugs. They bought drugs in bulk, first fromboth legiti-
mate comercial suppliers and fromillegitimte private
suppliers in the United States, and |l ater from overseas.
Sone were raw i ngredients, which the defendants m xed
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to formuseful drug conpounds, others they sinply broke
down into smaller dosage units and repackaged. The pack-
agi ng used was clearly "honenade," (plastic tubs, old but-
ter containers, et cetera) and was hand-labeled with its
contents. These drugs were sold to custoners and al so
used in the defendants' veterinary practice.

Van Damme and Andersen were popular with their cus-
toners and purportedly got good results with the drugs
they used in their practice and sold to clients. However,
they did not have the site registration and the |licenses
requi red by the Food and Drug Adm nistration (FDA) for
drug manufacture and sale, nor had the FDA approved
many of the drugs sold for use in aninmals. Wile sone
of the drugs prescribed by the defendants were apparent-
|y effective in treating certain diseases in cattle, they were
not approved for use in food-producing animls. There were
concerns about the residual effects of the drugs' enter-

i ng the human food chain through neat or dairy products.

O her drugs sold by Van Dame and Andersen cont ai ned
Ingredients simlar to active ingredients in drug products
t hat were approved by the FDA for use in food-producing
animals. But the bul k drugs that the defendants used had
not been subjected to FDA required purity testing. The

def endants al so attenpted to conceal their drug business
fromthe FDA by codi ng and di sqguising information on in-
voi ces, rerouting shipnents to avoid detection and custons
and m srepresenting their activities to the FDA

Van Damme and Andersen were indicted on July 20,
1993, and pleaded guilty to Count VII of the indictnent,
charging themw th manufacturing and conpoundi ng drugs
in their basenent and failing, with the intent to defraud
and mslead, to register the site with the FDA in violation
of the Federal Food, Drug and Cosnetic Act, 21 U S. C
sec. 331(p) and sec. 333(a)(2). They were each sentenced to 15
nont hs i nprisonnent and fined $250, 000.

They now chal l enge their sentences on grounds that they
shoul d have been sentenced under United States Sentencing
GQui deline sec. 2N2.1 rather than sec. 2F1, and that the sentence
shoul d not have been enhanced based on their profits.
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W AFFIRM in part, VACATE in part, and REMAND.

1. DI SCUSSI ON
A. Choi ce of Sentencing Cuideline

Van Damme and Andersen argue that the district court
erred in sentencing themunder U S . S.G sec. 2F1.1 instead
of sec. 2N2.1. United States Sentencing Conm ssion, GCuide-
| i nes Manual , /82F1.1, sec. 2N2.1 (Nov. 1993). The district
court's choice of which guideline to apply is a question
of law, and we review this choice de novo. United States
v. Johnson, 965 F.2d 460, 468 (7th Cr. 1992).

Section 2N2.1 covers "violations of statutes and regul a-
tions dealing with any food, drug, biological product, de-
vice, cosnetic or agricultural product,"” and has a base
of fense | evel of six. Section 2F1.1 has broader application
and deals with offenses involving fraud or deceit. It also
has a base offense |evel of six, but provides for substan-
tial increases in offense | evel based on the anount of | oss.
The defendants argue that because they pleaded guilty
to a violation of the Food and Drug Act, 21 U S.C. sec. 331
and sec. 333, sec. 2N2.1 is the nost clearly applicable CGuideline
and t hus shoul d have been used by the district court. See
US S G sec. 1B1.2(a) (Guideline used should be that nost
applicable to the offense of conviction).

The defendants are correct that sec. 2N2.1 applies directly
to violations of the Food and Drug Act. However, sec. 2N2.1
itself directs us to apply sec. 2F1.1 "if the offense involved

fraud."” In addition, the Statutory Index to the Quidelines,
whi ch specifies the Guideline "section or sections ordinar-
i1y applicable to the statute of conviction," indicates that

both sec. 2F1.1 and /82N2.1 are ordinarily applied to 21
U S C sec. 333(a)(2). US S G Appendi x A

The district court here found "overwhel m ng" evi dence
of fraud, Sent. Tr., RO A 96, p.10, including mslabeling
drugs and altering invoices, rerouting shipnents to avoid
detection and m srepresenting current and intended future
actions to the FDA. In addition, the defendants thensel ves
pl eaded guilty to Count VIl of the indictnent, admtting
that they did fail to register their drug manufacturing "fa-
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cility" (a bed-and-breakfast inn) with the FDA "with the
intent to defraud and mslead." Indictnent, RO A 1, p.
14 (enphasi s added).

Nevert hel ess, Van Damme and Andersen claimthat this
evidence of fraud is insufficient to support the application
of sec. 2F1.1. They argue that the evidence establishes only
that they defrauded a regul atory agency, not their cus-
toners, and that fraud on a reqgul atory agency does not
support the use of sec. 2F1.1. W also fail to find this argu-
ment persuasi ve.

Section 2F1.1 is "designed to apply to a wide variety
of fraud cases,"” U S S. G sec. 2F1.1, comment. (backg'd), and
it does not specify that the victi mnust be a consuner
rather than a regul atory agency. As other circuits address-
ing this issue have held, "there is no neaningful distinc-
tion between the governnent as a victimand individual
consuner victinms; . . . it is possible for either or both
to be defrauded." United States v. Canbra, 933 F.2d 752,
756 (9th Cr. 1991); United States v. Von Mtchell, 984
F.2d 338 (9th G r. 1992); United States v. Arlen, 947 F. 2d
139 (5th Cr. 1991), cert. denied, 112 S. C. 1480 (1992)./1

In Canbra, 933 F.2d 752, the defendant sold m sbranded
human growt h hornones, which he counterfeited to repre-
sent different products nade by reputable nmanufacturers.

He pl eaded guilty to distributing m sbranded hornones

wth intent to defraud and m sl ead, and sti pul ated t hat

t he dollar value of the counterfeit steroids was $500, 000.
Id. The Ninth Grcuit held that "at |east federal agencies
wer e defrauded" by Canbra's acts, and that fraud on a
federal agency was enough to support the use of sec. 2F1.1.
ld. at 756. In Arlen, 947 F.2d 139, the defendant al so ran
a business selling, buying and trading steroids through
the mail, taking great pains to keep this business hidden
fromthe FDA. Arlen argued that fraud against a regu-

| atory agency was not sufficient to constitute an "intent
to defraud or m slead" under 21 U S. C. sec. 333(a)(1) and that
it was not enough to invoke U S.S.G sec. 2F1.1. The Fifth
Circuit recogni zed that there was no evidence of fraud
against Arlen's custoners, but held that fraud on a regu-

| atory agency was sufficient to support charges of fraud

http://www.henak.net/HL O/HL ODecisions/Andersen.html (4 of 11) [11/20/2008 5:02:48 PM]



http://www.henak.net/HL O/HL ODecisions/Andersen.html

and deceit under both the Statute and the Guidelines. 1d.
at 143, 146-47.

The defendants here attenpt to distinguish Canbra and
Arlen on their facts, arguing that there was nore evi-
dence in both Canbra and Arlen of fraud on consuners
as well as regul atory agencies. However, we find these
attenpted distinctions insignificant. Both cases invol ved
i1l egal marketing of drugs and fraud on the FDA, and
both courts specifically held that regulatory fraud alone is
sufficient basis for the application of sec. 2F1.1. See Canbra,
933 F.2d at 756; Arlen, 947 F.2d at 143-44, 146-47.

The defendants also rely on United States v. Shields,
939 F.2d 780 (9th G r. 1991) to support their argunent
that regulatory fraud cannot be the basis for application
of sec. 2Fl1.1. However, that reliance is also m splaced. In
Shi el ds, the defendants were sentenced under sec. 2N2.1 for
distribution of steroids in violation of 21 U S. C. secs. 331,
333 and 353. The district court had, in fact, departed up-
ward fromsec. 2N2.1, and the Ninth Grcuit found this depar-
ture i nappropriate and reversed and renmanded for resen-
tencing. But, in resentencing Shields' co-defendant on re-
mand, the district court again gave a higher sentence, this
time under sec. 2F1.1. That sentence was subsequently up-
held in United States v. Von Mtchell, 984 F.2d 338 (9th
Cr. 1992), specifically because it was inposed under sec. 2F1l.1
and not sec. 2N2.1.

We find Canbra and Arlen persuasive. Here, as in those
cases, the district court found substantial evidence of fraud.
The FDA represents the public, and a deliberate attenpt
to mslead the FDA should be considered as clearly a
fraud as are attenpts to m sl ead custoners or other in-

di vidual s. Further, a straightforward application of the

Qui delines regarding fraud requires the use of sec. 2F1.1. W
thus join the Ninth and the Fifth Grcuits in finding evi-
dence of fraud on a regul atory agency sufficient to invoke
sec. 2F1.1.

B. Cal cul ati on of Loss

Ander sen and Van Damme al so argue that the district
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court's cal culation under sec. 2F1.1 of the loss to custoners
and conpetitors resulting fromtheir fraud i s erroneous.

The district court calculated the | oss, and thus the defen-
dants' sentence, under sec. 2F1.1 by equating it with the

def endants' gain. The court concluded that if the defen-
dants could reap a net profit of $400,000 each over the
course of the four year schene, "the manufacturer of a

regul ated product coul d have garnered that noney had

It not been for the defendants, or the veterinarians in
conpetition with the defendants coul d have garnered sone

part of that profit." Sent. Tr., RO A 82, p.5. Thus, the
district court decided, the defendants' net gain could be
used as a reasonabl e equivalent of loss. The district court's
factual determnation of loss is a finding of fact reviewabl e
for clear error only, but the definition of "loss" is a | egal
guestion subject to de novo review. United States v. Los-
calzo, 18 F.3d 374 (7th Gr. 1994).

General ly the defendant's gain may provide a reasonabl e
approxi mation of a victims |oss, and may be used when
nore preci se neans of neasuring |oss are unavail able. The
Application Notes to sec. 2F1.1 specifically allow the defen-
dants' gain to be used as a basis for calculating an ap-
proxi mate | oss when evi dence of the exact anount of |oss
Is not available. U S . S. G sec. 2F1.1, coment. (n.8) ("the of-
fender's gain fromcommtting the fraud is an alternative
estimate [of the loss] that ordinarily will underestimate
the loss"). We therefore agree with the district court that
gain is usually an appropriate neans of estimating | oss.

However, we find this case to present an unusual situa-
tion where the rel ationship between the defendants' gain
and any | oss suffered by consuners or conpetitors is, at
best, extrenely tenuous. Wile gain may normally prove
an adequate surrogate for loss, gain nmay be used only
as an alternative nethod of calculation when there is in
fact a loss, and only if use of the gain results in a "rea-
sonabl e estimate of the loss.”" U S. S.G sec. 2F1.1, comment.
(n.8). Here we have no clear evidence that custoners or
consuners suffered any | oss.

The drugs that the defendants were selling, while ad-
mttedly effective in treating certain animl diseases, were
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not approved by the FDA. Therefore there is no reason

to believe that other conpetitors were selling the sane

or simlar drugs and thus suffered harmas a result of

t he defendants' conpetition. The defendants al so broke

down | egal bul k drugs and sold themin smaller quantities,
but even then, we do not know that conpetitors were

selling like quantities of these drugs at conpetitive prices,
or that they were selling themat all. The governnent

has presented no evidence of any financial |osses suffered
by conpetitors. In fact, there is evidence in the record

that the defendants' custoners were afraid that they woul d
not be able to obtain veterinary services once the defen-
dants were incarcerated because there are apparently not
enough veterinarians in the affected area to neet the de-
mand for their services. RO A 94 (Letters from Custom

ers, Attachnent to Pre-sentencing Report). Thus, there

I S no adequate basis to assune that the defendants' profits
represented, or were equivalent to, the | osses of conpetitors.

The governnent has al so provided no evidence that the
def endants' custoners suffered a | oss. Many of the drugs
were sold in hand-1|abel ed containers, and the custoners
appear to have been well aware that the drugs they were
purchasi ng were not approved by the FDA. Sent. Tr.,

R OA 96, p. 111. Even if, as the governnent all eges,
the custoners were given sone false information, the gov-
ernnment presents no evidence that that m sinfornmation

| ed to any quantifiable | oss. The custoners thensel ves,
in fact, appear to have been very pleased with the defen-
dants' services. RO A 94 (Letters from Custoners, At-
tachnment to Pre-sentencing Report).

Demand is elastic and depends on price, availability,
conveni ence and many other factors. W have no way of
know ng whet her there were any actual conpetitors in
t he market the defendants were serving, whether con-
suners woul d have bought fromthe defendants' conpeti-
tors or whether the services the defendants offered woul d
sinply not have been avail abl e.

As we have noted, we do not intend to suggest that

gain is not often an appropriate neans of establishing | oss.
As a matter of economc theory at |east, assumng a fixed
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anmount of product to be distributed to a given set of cus-
toners, one conpetitor's gain ought to equal the others'

| oss. However, the case before us is unique in that there
I S no persuasive evidence tying the defendants' profits to
any conpetitor's identifiable loss. There is sone reason
to believe that the defendants were, in econom c jargon,
serving a niche in the market not served by others. It

Is very significant that in this case the district court "very
strongly" believed that the use of gain to calculate |oss
resulted in a sentence that "is higher than is necessary
in this case.” Sent. Tr., RO A 82, p.6. Thus, while in
many situations it would be reasonable to use profits as

a proxy for loss, where, as here, there is no persuasive
evi dence of nonetary | oss, the defendants' gain ought not
to be used to neasure loss./2 See United States v. Had-
dock, 12 F.3d 950, 961 (10th Gr. 1993). This does not
mean that the defendants caused no harmor that they
shoul d not be appropriately punished. The Application
Notes to sec. 2F1.1 recogni ze that sonme harns are not finan-
cial, and allow for upward departure when "a primary ob-
jective of the fraud was non-nonetary; or the fraud caused
or risked reasonably foreseeable, substantial non-nonetary
harm" U S.S.G sec. 2F1.1, comment. (n. 10).

This court faced a simlar situation in United States v.
Schnei der, 930 F.2d 555 (1991). There, the defendants bid
for a governnent contract, and in the course of doing so
made fal se statenents about past crimnal records and
subm tted fraudul ent paynent and perfornmance bonds.

They were convicted of defrauding a federal agency, but

the court found no evidence of financial |loss to the govern-
ment. Both defendants had perfornmed nunerous contracts

for the governnent in the past, and, in fact, the govern-
ment was likely to gain fromthe contract in question;

every indication was that the defendants woul d have done
the work well and at | ess expense than the other bidders.
|d. at 558. This court held that the anmount bid for the
contracts was not a reasonable estimte of financial |oss,
especi ally because there was no indication that the gov-
ernment woul d have suffered any financial loss fromthis
fraud. We held that the governnent had not earned the
“bonus puni shnent points [awarded by the Guidelines un-

der sec. 2F1.1] for different levels of proven |oss beginning
with $2,000," id. at 559, but recognized that, neverthel ess,
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t he governnent had non-financial interests that had been

harnmed. This harm we concluded, could be factored into

t he sentenci ng because "the CGuidelines permt an increase
in offense | evel for non-nonetizable |losses.” |Id. at 558.
See also United States v. Haddock, 12 F.3d 950, 961 (10th
Cr. 1993) ("If gain to the defendant does not correspond
to any actual, intended, or probable |oss, the defendants’
gain is not a reasonable estimte of |oss.").

We believe the sane conclusion is appropriate here. The
FDA is in the business of protecting the public. Wether
or not the defendants caused direct financial harmto com
petitors or consuners, they caused harmto the public
t hrough their violations of FDA rules. The FDA had not
approved sone of the drugs the defendants were selling
because of possible adverse effects on humans once the
drug got into the food chain. Even those drugs that were
deened safe for use in humans were banned from use for
animls by the FDA because their use in cattle could
eventual ly create resistance to the drug in hunans and
| essen its effectiveness.

The defendants defrauded the FDA, thus causing harm
to the public, and this non-nonetary harm shoul d be rec-
ogni zed and used in calculating their sentence. However,
there is no evidence tying this harmdirectly to finan-
cial loss; and therefore a sentenci ng enhancenent of nine
poi nts under sec. 2F1.1(b)(1) based on the defendants' fi nan-
cial gain is insupportable. But, upward departure nmay cer-
tainly be warranted by the non-nonetizable risk to human
and ani mal health caused by the defendants' failure to
follow FDA |icensing regulations, failure to conduct re-
quired purity testing and intentional marketing of unap-
proved drugs. And, in calculating the extent of any depar-
ture, the net profits earned by the defendants, together
with all other relevant information, would not be inap-
propriate matters for consideration for whatever they
may suggest or be worth. For the above reasons, we
vacate and remand for resentencing in accordance with
this opinion. The district court should carefully consider
whet her an upward departure is warranted and, if so,
what it shoul d be.
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AFFI RVMED | N PART,
VACATED I N PART,
AND REMANDED.

FOOTNOTES

The Honorable Stanley J. Roszkowski, of the United States
District Court for the Northern District of Illinois, sitting by
desi gnati on.

/1

Cf. United States v. Bradshaw, 840 F.2d 871 (11th Gr.), cert.
denied, 488 U S. 924 (1988) and United States v. Mtcheltree, 940
F.2d 1329 (10th Gr. 1991) (holding that fraud on a regul atory
agency is sufficient to constitute the necessary "intent to
defraud or m slead" under 21 U S. C. sec. 333(a)(2)).

/2

The governnent argues that a cal culation of |oss based on gain
here is supported by Canbra, in which the defendant was sen-
tenced under the sec. 2F1.1 | oss table based on the stipul at ed
val ue of the counterfeit steroids he sold. However, we do not
find Canbra contradictory to our analysis here. There the
def endant was admittedly selling drugs made to | ook |ike those
made by reputable manufacturers. Thus the sane product was
avai l abl e from ot her manufacturers who were serving the sane
mar ket as the defendant. The fact that the sane product could
have been purchased fromthe reputabl e manufacturers, and that
Canbra stipulated that the value of his counterfeiting was
$500, 000, nmde this stipulated value a pl ausi bl e neans of
estimating loss. In the case before us however, there is no
evi dence that many of the drugs were otherw se avail abl e, that
there were in fact conpetitors serving the sane market or that
custoners were defrauded. Thus, the defendants' gain in this case
IS not an appropriate nethod for determning | oss.
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