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DEPARTMENT OF HEALTH AND HUMAN SERVICES

UNITED STATES OF AMERICA

In re

RAJARAM K. MATKARI
1304 Riverglen Way

)
)
)} FDA Docket No. 98N-0562
)
Berthoud, CO 80513 )
)

MEMORANDUM IN SUPPORT OF
PETTITTONER'S MOTICON FOR A SUMMARY DECISTON

I. INTRODUCTICN
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Petitioner, the Center for Drug Evaluation and Research

(CDER), files this Memorandum in Support of its Motion for

Summary Decision, pursuant to 21 CFR § 17.17, seeking a finding

that Respondent, Rajaram K. Matkari (Respondent or Matkari),

is
liable for a civil money penalty under the Federal Food, Drug,
and Cosmetic Act (Act), as amended by the Generic Drug
Enforcement‘Act'of 1992 (GDEA),‘Zl U.S.C. §§ 335a and 335b. As
Petitioner demonstrates through the Motion and this supporting
Memorandum, and the Stipulations and Admissions of Fact and the
Stipulated Record, Respondent provided services within the
meaning of the GDEA to a person with a pending abbfeviated new
drug application, in direct contravention of his debarment.
Because there is no genuine issue as to any material fact with

respect to Respondent's liability for a civil money penalty,

Petitioner is entitled to a summary decision on the issue of

liability as a matter of law. 21 U.S.C. §§ 335a(c) (1) (C)

and 335b; 21 CFR § 17.17.
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In addition, Petitioner believes that the Stipulations and
Stipﬁlated‘Record provide a sufficient basis for a summary
decision finding that Respondent Matkari should be assessed the
entire $250,000 permitted by statute. Consequently, Petitioner
believes that there is sufficient basis for a summary decision
both on the issue of liability as well as on the issue of the
amount of the penalty.

IT. BACKGROUND

‘A. Facts

Respondent Matkari was permanently debarred on October 20,
1993, from providing services, within the meaning of the GDEA, to
a person with an approved or pending drug product application.
21 U.S.C. § 335af{a) {(2) (A)and(B). See Stipulations and
Admissions of Fact and Proposed Scheduling Order, filed October
27, 1999, (Stipulations) at 9 3(A); Stipulated Record (SR) at 13-
15' (58 Fed. Reg. 54156 (Oct. 20, 1993)) (Denial of Hearing and
Final Debarment Order). |

The debarment stemmed from Matkari's payment, while Vice-
President for Regulatory Affairs at Pharmaceutical Basics, Inc.,
(PBI), of approximately $2000 to an official of the Food and Drug
Administration (FDA) who was responsible for regulating PBI's

products. SR at 13. Matkari pled guilty to violating 18 U.S.C.

! A Bates-stamped copy of the Stipulated Record was filed

on December 17, 1999. For convenience, a copy of the Stipulated
Record accompanies this Motion and Memorandum. '
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§ 201 (c) (1) (A), a felony conviction. SR at 3-8. As result of
this felony conviction, Matkari was permanently debarred from
"providing services in any capacity to a person with an approved
or pending drug product application,” as required by 21 U.S.C.
§ 335a(a) (2) (A) and (B). SR at 13-15.

Subsequently, Matkari became director of Napean Enterprises,
Inc., (Napean), a Colorado corporation organized for the purpose
of marketing wholesale pharmaceutical products. Stipulations at
9 3(B) and (C); SR at 17-22. Matkari is its sole director.
Stipulations at 9 3(B). Napean, with Matkari at its helm, was at
the center of an elaborate arrangement between several companies
to manufacture and market an unapproved new drug called Menogen.
Stipulations at 1 3(D), (E), (F), and (H).

In early March of 1996, Matkari on behalf of Napean, entered
an agreement with Sage Pharmaceuticals (Sage), under which Sage
manufactured for Napean the unapproved new drug, Meﬁogen. SR at

90-93; (Breckenridge, Inc. v. Solvay Pharmaceuticals, Inc., No.

98-4604, 1999 WL 292667, at *5 (reproduced at SR 130-132)). The
Menogen wasbthen distributed by one or more other companies under
arrangements that Matkari made. Stipulations at 9 3(C) and (H);

SR at 49-52; 57-89; 101; see also Florida Breckenridge, Inc. wv.

Solvay Pharmaceuticals, Inc., et al., (Civ. No. 97-8417, S.D.

Fla. March 18, 1988). Indeed, that arrangement has spawned a

series of lawsuits, see Stipulations at 99 3(I) and 3(K), and, in
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at least two of thdse cases, the court has reéognized that
Menogen is an unépproved new drug, marketed in violation of the
Act. See Florida Breckenridge, Inc. v. Solvay Pharmaceuticals,
Inc., Nd. 98-4604, 1999 WL 292667, at *5 (11lth Cir. May 11, 1999)

(reproduced at SR 130-132); United States v. Sage

Pharmaceuticals, Inc., et al., Civ. No. 98-0718 (W.D. La. Sept.
22, 1998) (appeal pending on other issues).

Under the March 1996 agreement, Napean was responsible for
all regulatory compliance matters pertaining to ﬁhe marketing of
Menogen.® Stipulations at § 3(F); SR at 91. This meant that
Matkari was really responsible for all such compliance matters
as he was the sole director of Napean. Stipulations at 9 3(B).
Additionally, under that agreement, Napean assumed additional
obligations which were pivotal to the manufacturing of the drug
such as: furnishing the active raw materials; being responsible
for all development costs;'and paying invoices. SR at 90-93.

Sage had an abbreviated new drug application (ANDA) pending
between February and June of 1997 for a product other than
Menogen. SR at 46-47; Amendments to Stipulations and Admissions
of Fact and Proposed Scheduling Order (Amended Stipulations) at
9 2. During the time that the Sage ANDA was pending, Matkari
bought, paid for, and had delivered to Sage at least one shipment
of the raw material used to manufacture the Menogen. SR 54-55;

46-47. Matkari arranged at least one such transaction, of a



particularly large‘amount of raw material, in March of'1997. SR
at 54-55.

B. Statutory Background

The Act, 21 U.S.C. §§ 321 et seq., requires that all new
drugs be reviewed and approved by FDA before being distributed in
interstate commerce. 21 U.S.C. § 355(a). In 1984, Congress
amended the Act to permit‘the submission and approval of ANDAs
for generic copies of previously approved drugs. Drug Price
Competition and Patent Term Restoration Act of 1984, Pub. L. No.
98-417 ({(the 1984 Amendments). The 1984 Amendments permitted
manufacturers of generic drugs, through ANDAs, to rely on FDA's
prior determinations of safety and effectiveness regarding an
innovator's drug. 21 U.S.C. § 355(j). However, drugs marketed
under ANDAs must be demonstrated to be bicequivalent with the
innovator, and any changes in manufacturing procedures or
ingredients must be preapproved by FDA. 21 U.S.C.

§ 355(3) (2) (A). The manufacturer must also maintain the records
necessary to ensure that the conditions for approval continue to
be met. 21 U.s.C. § 355(k); 21 C.F.R. Parts 210, 211, and 314.

The GDEA, codified at 21 U.S.C. §§ 335a, 335b, and 335¢, was

enacted in response to findings of widespread fraud and

corruption in the generic drug industry. The GDEA reguires the
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Secretary of the Department of Health and Human Services (HHS)?
to debar individuals, corporations, partnerships, and
associations, who have been convicted of certain felonies. 21
U.S.C. § 335a(a).
Under the GDEA, a debarred individual may not provide

“services in any capacity” to a person with an approved or

pending drug product application. 21 U.S.C. §§ 335a(a) (2) (A) and

(B) and 335a(c). Any person that the Secretary finds -

(6) is a person that has an approved or pending drug
product application and has knowingly -

(A) employed or retained as a consultant or contractor,

or

(B) otherwise used in any capacity the services of, a
person who was debarred ... or

(7) is an individual debarred ... and, during the
period of debarment, provided services in any capacity
to a person that had an approved or pending drug
product application,

shall be liable to the United States for a civil penalty for

each such violation in an amount not to exceed $250,000 in
the case of an individual.

21 U.s.C. § 335b(a).

2The HHS Secretary has delegated certain authorities under
the FDCA and related statutes (including the GDEA) to the
Commissioner of Food and Drugs. See 21 C.F.R. § 5.10; 21 U.s.C.
§ 393(d).




IIT. ARGUMENT

A. Standard For Summary Decision

Under the relevant regulations, "a party may move, with or
without supporting affidavits ..., for a'summary decision on any
issue in the hearing."” 21 CFR § 17.17(a). The presiding officer
"shall grant the motion if the pleadings, affidavits, and other
material filed in the record, or matters officially noticed, show
that there is no genuine issue as to any material fact and that
the party is entitled to summary decision as a matter of law."
21 CFR § l7.l7(b);

The general principles that govern summary judgment

proceedings in the Federal courts apply to administrative

proceedings under the Act. See John D. Copancos and Sons, Inc. v.

FDA, 854 F.2d 510, 523 (D.C. Cir. 1988}). Summary judgment is
appropriate when there is no genuine issue of material fact and

when the moving party is entitled to judgment as a matter of law.

Celotex Corp. v. Catrett, 477 U.S. 317, 322 (1986). Summary
judgment is "properly regarded not as a disfavored procedural
shortcut, but rather as an integral part of the Federal Rules as
a whole, which are designed 'to secure the just, speedy and
inexpensive determination of every action.'" Id. at 327.

Summary Jjudgment is‘intended to "isolate and dispose of factually

unsupported claims or defenses.”"™ Id. at 323-24.



' To be entitléa‘tbnaysummafy dééiSiOn, the movihg‘party must
demonstrate the absence of a genuine issue of material fact.

Celotex Corp. v. Catrett, 477 U.S. at 323. Although the party

opposing the motion will be afforded the benefit of reasonable
factual inferences, a properly supported motion for summary
judgment only will be defeafed with specific facts showing that
there is a genuine issue that warrants a hearing. That is, only
a genuine dispute as to material fact or, in other words, a fact
that "might affect the outcome of the suit under the govérning
law" will suffice to defeat this motion. Anderson v. Liberty

<

Lobby, Inc., 477 U.S. 242, 248 (19806).

Here, these proceedings are conducted to determine "whether
the respondent is liable for a civil money penalty and, if so,
the appropriate amount of any such civil money penalty
considering any aggravating or mitigating factors." 21 C.F.R.

§ 17.33(a). To be entitled to a summary decision in this matter,
Petitioner needs to demonstrate, by a preponderance of the
evidence, that: (1) Respondent has been debarred under 21 U.S.C.
§ 335a; (2) during the period of debarment he provided services,
within the meaning of the GDEA; and (3) the recipient of the
services is a person that had an approved or pending drug product
application. So long as Petitioner establishes these elements,
the GDEA directs that Respondent shall be liable for - and the

Secretary shall assess - a civil penalty "for each such



viclation." 21 U.5.C. 8§ 335a(c) (1) (C) and 335b(a); see also 21
C.F.R. § 17;33(b).

Given the Stipulations and Admissions of Fact, and the
Stipulated Record in this case, there are no genuine issues of
fact regarding any of these elements and there is ample basis for
a summary decision that Respondent is liable for a civil money
penalty because he has violated his debarment. In addition,
there 1is sufficient basis for assessing the entire amount of
$250,000 against Respondent for his violation.

B. There Is No Genuine Issue Concerning
Respondent's Debarment

There can be no question but that Matkari was debarred
pursuant to 21 U.S.C. § 335a. Matkari has stipulated to this
fact. See Stipulations at § 3(A); SR at 13-15.

Matkari has stated that he may contest the validity of his
conviction under United States v. Sun-Diamond Growers of

California, 526 U.S. 398 (1999), and he suggests that such a

possibility should have some influence on this proceeding.
Matkari has not, however, providéd any evidence that a challenge
to the underlying conviction has been presented fo the convicting
court, let alone that his conviction has been reversed and, so
long as the conviction stands( there is simply no issue
concerning the validity of Matkari's debarment.

Moreover, even if Matkari were to successfully challenge his

underlying conviction, that would not erase the violation that



led to this proceeaing, for there is absolutely no question but
that Matkari was debarred at the time he provided the services
that led to this action. SR at 13-15; Stipulations at 9 3(A),
3(D) and Amended Stipulation T 2.

Matkarl suggests in the papers he filed earlier in this
proceeding that he should be absolved of his obligation to comply
with the terms of his debarment simply because he disagrees with
it and in the future might choose to challenge it in the courts.
This would be no different than a person convicted of murder, for
example, arguing that he should be permitted to buy a gun even
though such a purchase is prohibited for one convicted of such a
crime, simply because he disagreed with the conviction and might
pursue an appeal. Of course, this is not the law, and Matkari
must abide by the statutory terms of his debarment for its
duraticn. 21 U.S.C. :

§ 335a(c) (1y. See Lewis v. United States, 445 U.S. 55, 65

(1980) (felon prohibited from owning a gun even if predicate

felony subject to challenge); see also Custis v. United States,

511 U.S. 485, 493, 497 (1994) (defendant could not challenge

previous conviction during sentence enhancement proceedings).
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C. There Is No Genuine Issue About Matkari, During
The Period Of His Debarment, Providing
Prohibited Services Within The Meaning Of The GDEA

1. The Prohibition On "Providing Services In Any Capacity"

The GDEA prohibits, among other things, an individual from
"providing services in any capacity to a person that has an
approved or pending drﬁg product application.”™ 21 U.S.C.

§ 335a(c) (1) (B). This prohibition has been construed broadly, in
keeping with the purposes of the GDEA.

Under the GDEA, the exact nature or number of a debarred
individual's interactions with a drug company that had a pending
or approved drug product application are not at issue, for the
debarred individual is prohibited from all such contact. The
Court of Appeals for the District of Columbia Circuit has made
this clear:

we think it quite reasonable for the FDA to be concerned

about any employment that might create an opportunity for

regular and freguent contact between [the debarred
individual] and the management of a drug company. The
agency would find it very difficult, if not impossible, to
assure itself and the public that [the debarred individuall]
is not, through that contact, actually selling advice or
other services related to the circumvention of federal

regulation.

DiCola v. Food and Drug Administration, 77 F.3d 504, 507 (D.C.

Cir. 1996).
Here, the fact that Matkari held a position that provided an
opportunity for contact with a drug company is sufficient to

cause a violation of his debarment. The Stipulated Record and

11



Stipulations, howé%er, confirm that Matkari's involvement was far
greater and that he played a key role in arranging the
manufacturing and marketing of an unapproved new drug and that he
conducted this activity for more than one year. Stipulations at
q ﬁ 3(B), (C), (D), (E)}, (F), (H); Amended Stipulations at 9 2;
Stipulated Record at 41-44, 54-55, 57-83.

2. Matkari's Actions Were Prohibited By The GDEA

Matkari has stipulated that he is the sole director of
Napean Enterprises Inc., a company organized to market wholesale
pharmaceuticals. Stipulations at € 3(B). Matkari also
stipulated that he entered an agreement with Sage
Pharmaceuticals, under which Sage manufactured a drug called
Menogen for Matkari's company, Napean. Stipulations at
9 3(B), (C), and (D). Matkari purchased and arranged the delivery
of the active ingredient raw materials for the Menogen Sage
manufactured under that agreement. . Stipulations at 91 3(E); SR at
25-26, 31, 54-55, 91. Matkari also identified custoﬁers for ﬁhe
finished drug product and arranged to have shipments of the
finished drug distributed through other companies, including
Florida companies by the name of Pegasus Laboratories and
Breckenridge, Inc. Stipulations at 3(H); SR at 27, 33-36, 38-
40,41-44, 49-89, 91 (numerous packing slips and shipping

documents for Menogen, manufactured by Sage, distributed under

12




either a "Breckenfidge" or "Sage” lébel, with Napeanvidentified
as the party responsible for the invoice).

Given Matkari's key role, through Napean, in orchestrating
this entire drug manufacturing and distribution system, Matkari
should not be heard to argue that he did not provide services’
within the meaning of the GDEA, in violation of his debarment.

21 U.S.C. S 335a(c) (1) (B). Indeed, it is difficult to imagine
any interaction with a drug company that would go more to the
core of such a company's functioning, as that provided by
Matkari.

The Congressional intent in creating the debarment provision
makes this clear. One Senator highlighted the "urgent" need to
"reestablish generic drugs as credible market competitors.
Crucial to this effort is an FDA that can refuse to deal with bad
actors who have abused the system for drug approval and
regulation.” The debarment provision "gives FDA the tools that
it needs to protect itself from such actors." 138 Cong. Rec.
S5614 - 355616 (daily ed. April 10, 1992) (statement of Sen.
Kennedy). Given this, it strains credulity to suggest that
Matkari;s activities are anything but those that Congress

intended that he, as a debarred individual, avoid.

3. The Prohibition Extends Tco All Services

Matkari may argue that his services did not relate to the

drug that was the subject of the Sage ANDA. Petitioner does not

13




dispute this poingr Amended Stipulation at 9 1(B). However, it
is irrelevant, for the GDEA's prohibition is much broader than
such an argument would suggest. The plain wording of the statute
makes crystal clear that the prohibition is on "services in any

capacity,"”

rather than a mere prohibition on work with particular
drug applications. 21 U.S.C. § 335a(c) (1) (B). The D.C. Circuit
has construed this prohibition to extend from the "board room" to

the "cafeteria" and all places in between. DiCola v. Food and

Drug Administration, 77 F.3d at 5089.

Moreover, contrary to the_argument Matkari suggests, the
plain language of the GDEA mentions drug applications only in the
context of identifying those persons for whom the debarred
individual may not provide services, rather than in defining the
services themselves. .See 21 U.S.C. § 335a(c) (1) (B).

4. Matkari's Knowledge Of The Sage
Application Is Irrelevant

Matkari also may argue that he did not know that Sage would
file a drug application. This, too, is irrelevant, for Matkari
got "close to the pharmaceutical industry at his peril."” See

DiCola v. Food and Drug Administration, 77 F.3d at 509. The

plain wording of the GDEA makes clear that Congress held debarred
individuals and thosé to whom they provide services to two
different standards when setting liability for a violatiQn'of
debarment. While the recipient of the debarred individual's

services can only be held liable for a knowing violation,

14
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Congress included no such element in establishing the offense of
the debarred individual.?

"[W]lhere Congress includes particular language in one
section of a statute but omits it in another section of the same
Act, it is generally presumed that Congress acts intentionally
and purposely in the disparate inclusion or exclusion." Russello

v. United Statesg, 464 U.S. 16, 23 (1983).

Given that Congress included the knowledge element in
establishing the violation of debarment for the recipients of the
debarred person's services, but added no such element for a
violation by a debarred individual, Congress clearly did not
intend that the debarred individual only be held liable for

"knowing" violations.

Moreover, even if knowledge were an element of the offense
for a debarred individual, which it is not, Matkari would still
be liable for violating his debarment because, for purposes of
the GDEA, the terms "knowingly”" and "knew" mean that -

a person with respect to information-

(1) has actual knowledge of the information, or
(2) acts in deliberate ignorance or reckless disregard
of the truth or falsity of the information.

21 U.s.C. § 321 (cc).

Here, putting aside any guestion about Matkari's actual
knowledge, even his allegations of a lack of knowledge
demonstrate a reckless disregard for the truth, for a debarred
individual cannot simply fail to mention his debarment in the
hopes of continuing to work with the industry he abused while
insulating himself from further enforcement efforts. The
Stipulations demonstrate that Matkari tried to conceal the fact
of his debarment even during his litigation with Sage, attempting
to have the portion of Sage's complaint edited to avoid any
mention of his debarment. Stipulations at 9 3(L).

15
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D. There Is No Genuine Issue About Sage Having A Pending
Abbreviated New Drug Application

There is no question but that the final statutory element
for the imposition of civil money penalties, that the recipient
of the services have an apprqved or pending drug product
application, is met here. Matkari has stipulated that Sage had
an ANDA pending between February and June of 1997, and the
Stipulated Record demonstrates this point. Amended Stipulations
at 9 2; SR at 46-47. |

1. Matkari's Dealings With Sage Violated His Debarment

Matkari may argue that the Sage application was pending only
for a portion of the year during which he provided services to
Sage. This argﬁment is unavailing, however, for the fact remains
that Matkari arranged for the delivery and payment of at least
one shipment of the raw materials in March of 1997, at which time
the application was pending. Stipulationé at 99 3(E) and Amended
Stipulation ¢ 2.

There is no requirement in the GDEA that the recipient of
the services hold the application for any specific length of
time. Plainly, Congress intended a broad, prophylactic, "bright-
line" prohibition on interaction with the pharmaceutical‘
industry, whether or not the recipient of the services continued
to hold an application.

As discussed above, it was Matkari's responsibility to

ensure that he did not violate his debarment, and his claim of a

16
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lack of knowledge of Sage's plans is simply irrelevant. See also

21 U.s.C. § 321(cc). See DiCola v. Food and Drug Administration,

77 F.3d at 509 (debarment puts debarred individual on notice that

"he gets close to the pharmaceutical industry at his peril"); see

also Bae v. Shalala, 44 F.3d 489, 495 (7th Cir. 1995):

In enacting the GDEA, Congress adopted a bright-line
rule excluding from the generic drug industry all
individuals with prior felony convictions relating to
the approval or regulation of any generic drug product.
Although ... permanent debarment ... is undoubtedly
harsh, it is not disproportionate ... to the magnitude
of [the] wrongdoing.

Matkari clearly put himself in a position in which he_Was poised
to violate his debarment, and that is exactly what Congress
directed that heée, as a debarred person, not do.

2. There Is No Credible Argument That The GDEA Permits
Matkari's Dealings With Sage

Any claim of ignorance about Sage's application that Matkari
might make is particularly inappropriate in»this case, for
Mehogen, the product he arranged for Sage to manufacture, should
have been the subject of an approval application, but was not.

See Florida Breckenridge, Inc. v. Solvay Pharmaceuticals, Inc.,

No. 98-4604, 1999 WL 292667,?at *5 (11th Cir. May 11,

1999) (recognizing that Menogen is an unapproved new drug) (SR at
132). Matkari seems to think that one violation of the law
(causing the marketing of an unapproved new drug), excuses
another (violating his debarment). Such an interpretation flies

in the face of the Act, the GDEA, and the caselaw.
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Congress made its purpose in establishing the debarment
provisions quite clear in the preamble to the GDEA:

The Congress finds that -

(1) there is substantial evidence that significant
corruption occurred in the Food and Drug
Administration's process of approving drugs under
abbreviated drug applications,

(2) there is a need to establish procedures designed to
restore and to ensure the integrity of the abbreviated
drug application approval process and to protect the
public health, and

(3) there 1is a need to establish procedures to bar
individuals who have been convicted of crimes
pertaining to the regulation of drug products from
working for companies that manufacture or distribute
such products.

Section 1(c) of the GDEA, Pub. L. No. 102-282, 106 Stat. 149
(1992).

Given this, Matkari cannot credibly argue that Congress
would permit him to provide services to the pharmaceutical
industry, so long as he only dealt with companies that were
ignoring their own obligations to obtain approval for their
products.

Because Matkari has stipulated that he obtained raw
materials for Sage, and that Sage had a pending application

during part of that time, there can be no genuine issue of

material fact about his violation of his debarment.

18
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E. Matkari Should Be Assessed The Statutorily-Permitted
Maximum Penalty of $250,000

1. There Is Sufficient Basis For Assessing
The Full Penalty ’

As discussed above, based on the Stipulations and the
Stipulated Record, there is ample basis for a summary decision
that Matkari is liable for violating his debarment. While the
government requests that its motion for summary decision be
granted with respect to liability for this violation, it believes
that the record would also support a summary decision on the
amount of the penalty and that, in this case, the full amcunt of
$250,000, authorized by the GDEA, should be imposed.

The GDEA states

In determining the amount of a civil penalty ... the

Secretary or the court shall take into account the nature,

circumstances, extent, and gravity of the act subject to

penalty, the person's ability to pay, the effect on the
person's ability to continue to do business, any history of
prior, similar acts, and such other matters as Jjustice may
require. :

21 U.S.C. § 335b(b) (2).

Here, there is sufficient basis to assess the full amount
against Matkari. As discussed previously, not only did Matkari
ignore his debarment, the services he provided were directed at
manufacturing and distributing an unapproved product, an
independent violation of the law. 21 U.S.C. § 355(a). Under the

terms of the agreement Matkari reached with Sage, it was

Matkari's responsibility to ensure that all approval regquirements

19




were met for Menogeﬁ. Stipulations at 9 3(F); SR at 90-93.
Moreover, this arrangement continued for over one year. SR at
99 49-93.

The severity of Matkari's violation warrants the full amount
of the penalty. In DiCola, the Court of Appeals viewed with
disfavor the suggestion that a debarred individual would continue
to sell labels to drug companies because that type of employment

permitted contact with - and the opportunity to influence - such

companies. DiCola v. Food and Drug Administration, 77 F.3d 507.

Here, Matkari was even more closely involved with the drug
company than was DiCola: he played a key role in the scheme to
manufacture and market an unapproved new drug. As the
Stipulations and Stipulated Record demonstrate, in addition to
ensuring regulatory compliance, Matkari was responsible for:
obtaining the raw materials, locating the customers, making
payments, arranging for distribution through other third-party
companies, and ensuring that a minimum amount of the product was
sold. Stipulations at 9 3(D), (E), (F), and (H); SR at 99 90-93
In enacting the GDEA, Congress determined that the public

deserves to be protected from people like Matkari, see Bae v.

Shalala, 44 F.3d at 495, and, consequently, the penalty should
send a strong message to Matkari, and those 1like him, that he is
not free to disregard the law, nor will efforts to circumvent it

be tolerated.

20




2. There Is No Basis For Decreasing The Penalty

Matkari has stipulated that he is able to pay the full
amount of the penalty, so he should not be heard to argue that
the penalty will cause him financial distress. Amended
- Stipulations at € 1(A). |

Matkari also may argue that he only violated his debarment a
single time. Such an argument should not result in a reduction
of the penalty for two reasons.

First, as discussed abové, the Stipulationg and Stipulated
Record demonstrate that Matkari was a key part of a long-term
scheme to manufacture and distribute a drug in viclation of his
debarment and the GDEA as well as the Act's approval
requirements. The record in this case belies any contention that
Matkari's involvement with Sage was limited in either scope or
duration.

Second, the GDEA clearly contemplates the $250,000 to be
charged "for each such wviolation.”" 21 U.S.C. § 335b(a) (emphasis
added) . Consequently, the violation established in this matter
is an appropriate basis for awarding the $250,000. ‘Additional
violations would warrant an additional penalty, rather than
provide furtheﬁ support for this one.

In light of the Act's purpose in protecting the public
health, and Matkari's brazen disregard of the limitations imposed

by his debarment which, in turn, resulted from his felony
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conviction for abusing the drug approval process, as well as his
continued disregard for the Act's approval requirements, the full
civil mdney penalty amount of $250,000 is warranted. See

generally, United States v. An Article of Drug...Bacto-Unidisk,

394 U.S. 784, 798 (1969) (Act to be construed broadly in keeping
with its purpose of protecting the public health).

Iv. CONCLUSION

Given that Matkari has stipulated to the facts establishing
that he provided services to Sage in violation of his debarment,
thefe‘is ample support for a summary decision that, at a minimum,
finds Matkari liable for a civil penalty. Alternatively and in
addition, given the Stipulations and the Stipulated Record, there
is also ample basis for assessing the full amount of the

statutorily-authorized penalty against Matkari.

Respectfully submitted,

MARGARET J. PORTER
Chief Counsel

By: ‘ANNAMARIE KEMPIC ¥
Associate Chief Counsel
for Enforcement
Attorney for Petitioner
United States Food and Drug
Administration
5600 Fishers Lane (GCF-1)
Rockville, MD 20857
(301) 827-1138
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CERTIFICATE OF SERVICE

I hereby certify that, on this /[**\day of February 2000, I
have caused a copy of the foregoing Motion For Summary Decision
with supporting Memorandum and Stipulated Record and Proposed
Findings of Fact and Conclusions and Order, to be served by
overnight delivery on:

Mark London, Esqg.

Christopher B. Mead, Esd.
. London & Mead

1225 19th Street, N.W.

7th Floor

Washington, D.C. 20036

/Annamarie Kempic
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
UNITED STATES OF AMERICA

In re )
) o0
RAJARAM K. MATKARI ) FDA Docket No. 98N-0562 =
- 1304 Riverglen Way ) ‘ W
Berthoud, CO 80513 )
) K=
| sl
PETITIONER'S MOTION FOR SUMMARY DECISION ?i
. -
Petitioner, the Center for Drug Evaluation and Research,zg
oy
Food and Drug Administration, files this motion for a summary‘%i

decision pursﬁant to 21 C.F.R. § 17.17. The grounds for this
motion are that, based on the Stipulations and Stipulated Record,
there is no genuine issue of material fact concerning Respondent
Rajaram K. Matkari's provision of services to Sage
Pharmaceﬁticals, a person with a pending drug product
application, in violation of his debarment, 21 U.S.C.

§ 335b(a) (7), causing him to be liable for a civil money penalty
under 21 U.S.C. § 335a(c) (1) (C) and 335b. 1In addition, the
Stipulations and Stipulated Record support assessing the entire

$250,00Q penalty against Respondent.




et v
A Memorandum of Law and the Stipulated Record are filed in
support of this motion, and Proposed Findings of Fact and
Conclusions and Order also are submitted.
DATED this 11th day of February, 2000.

Respectfully submitted,

MARGARET J. PORTER
Chief Counsel

By: ANNAMARIE KEMPIC Y
Associate Chief Counsel
for Enforcement
Attorney for Petitioner
United States Food and Drug
Administration
5600 Fishers Lane (GCF-1)
Rockville, MD 20857
(301) 827-1138
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In re
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RAJARAM K. MATKARI ) FDA Docket No. 98N-0562 -
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Berthoud, CO 80513 ) -
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PROPOSED FINDINGS OF FACT AND CONCLUSIONS AND ORDER

The Stipulations and Admissions of Fact and Stipulated
Record establish that Respondent Rajaram K. Matkari has violated
21 U.S.C. § 335a(c) (1) (B) and, pursuant to 21 U.S.C.

§§ 335a(c) (1) (C) and 335b(a) (7), is liable for a civil money
penalty, based on the following findings and conclusions.

1. Jurisdiction of this matter is vested in the Secretary
of Health and Human Services pursuant to 21 U.S.C.

§ 335b(b) (1) (A).

2. The Secretary of Health and Human Services has delegated
Jurisdiction of this matter to the Food and Drug Administration
under 21 CFR § 5.10(a) (1).

3. Under 5 U.S.C. § 3105 and 21 U.S.C.S§ 335b and 21 CFR
§ 17.3, the authority to conduct a civil penalty hearing and
assess a civil penalty is vested in this Administrative Law
Judge.

4. Petitioner Food and Drug Administration is a component
of the Department of Health and Human Services, an agency of the

United States of America.
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5. Respondent Rajaram K. Matkari (Respondent or Matkari) is
a resident of the state of Colcorado and the sole director of a
Colorado corporation, Napean Enterprises, Inc. (Napean).

6. Napean was organized for the purpose of the wholesale
distribution of pharmaceutical products.

7. Respondent Rajaram K. Matkari was permanently debarred
by the Food and Drug Administration on October 20, 1993 (58 FR
54156 (Oct. 20, 1893)), pursuant to 21 U.S.C. § 335a(a) (2),
because of his conviction of a federal felony.

8. As a debarred individual, Mr. Matkari is prohibited from
providing services in any capacity to any person that had an
approved or pending drug product application. 21 U.S.C.

§§ 335a(a) (2) and 335a(c) (1) (B).

9. In March of 1996, Mr. Matkari, on behalf of Napean,
entered an agreement with Sage Pharmaceuticals (Sage) to have
Sage manufacture an unapproved new drug called Menogen.

10. Under that agreement, Matkari and Napean were
responsible for all regulatory compliance matters pertaining to
the marketing of Menogen, as well as furnishing the active raw
materials, being responsible for all development costs, paying
the invoices, and locating the customers.

11. Sage Pharmaceuticals had an abbreviated new drug
’application pending before the Food and Drug Administration

between February and June of 1997.




12. Mr. Matkari provided to Sage services that are
prohibited by 21 U.S.C., §§ 335a(a) (2) and 335a(c) (1) (B), on or
about March 31, 1997, by obtaining the active raw materials Sage
used to manufacture Menogen.

13. In providing such services, Mr. Matkari violated 21
U.S.C. §§ 335a(a) (2) and 335a(c) (1) (B), which set forth the
provisions of his debarment.

14. Pursuant to 21 U.S.C. § 335b, Mr. Matkari is liable for
a civil money penalty in an amount not to exceed $250,000 for
each such violétion.

15. Mr. Matkari is able to pay the full amount of $250,000
permitted to be assessed under 21 U.S.C. § 335b.

16. The appropriate amount of civil money penalty for which
Mr. Matkari is liable, considering the nature, circumstances,
extent, and gravity of his Violation,.Mr. Matkari's ability to
pay, the effect on his ability to continue to do business, the
history of prior, similar acts, and circumstances that mitigate
or aggravate the violation, and such other matters as justice may
require, is $250,000.

Accordingly, in consideration of the above findings and

conclusions,




IT IS ORDERED that a civil money penalty in the amount of

$250,000 is assessed against Rajaram K. Matkari, a debarred

individual.

cc:

Administrative Law Judge

Annamarie Kempic

U.S5. Food and Drug Administration
5600 Fishers Lane (GCF-1), Room 6-64
Rockville, MD 20857

Telephone 301-827-1138

Fax: 301-443-0933

Mark London, Esq.
Christopher B. Mead, Esgq.
London & Mead

1225 19th Street, N.W.
7th Floor

Washington, D.C. 20036
Telephone 202-331-3334
Fax: 202-785-4280
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IN THE UNITED STATES DISTRICT COURT T e
FOR THE DISTRICT OF MARYLAND e
\ ~° ) L-""'..‘."u B c.
INITED STATE * 2.4
S OF AMERICA Rl e
v. * CRIMINAL NO. [/ F-0/59
: . (Giving an Unlawfyl
RAJ MATKARI *  Gratuity, 18 U.S.C.

§ 201(c)(1l)(A))

[ s 22 2 K

INPORMATION
The United States Attorney for the District of Maryland
charges: :
1. At all times pertinent to this Information:

2) The Division of Generic Drugs of the Food and
Drug Administrgtion (FDA) was responsible for reviewing
applications submitted by'pharmceutical manufacturers seeking
apprbval to market generic drugs to the public. The offices of
the Division of Gené:ic Drugs were located in Rockville,
Maryland, o | | |

b} - Charles Y. Chang was a public official, to wit:
2 Branch Chief in the Division of Generic Drugs. MNr. Chang vas a
resident of the State and District of Maryland. 1In his capacity
as a Brahch Chief, Charles Y. Chang supervised a group of
chemists who reviewed applications submitted by various generic

-

drug manufacturers,

€) Pharmaceutical Basics, Inc. (hereinafter PBI)

was a manufacturer of generic drugs with its headquarters located
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in Denver, Coloradc. P82 regularly submitted drug applicationsa

for review and approval by the Division of  Generic Drugs.
d} BAJ MATEARI was the Vice President for

Regulatory Affairs and Product Development of PBI.

2. On or about August 19, 1987, in the State and
District of Maryland,

RAJ MATXARI,

otherwise than as provided by law for the proper discharge of the
official duties of a public official, did offer and give & thing
of valuo,iA to wit: §2,000 in United States currency, to Charles
Y. Chang, a public official, gu and because of official acts
that the said Charles Y. Chang had perforaed and was to‘perforn.

*

18 TU.5.C. § 201(c)(1)(A)

E—M L. Wiblenr,
‘ reckinridge L. cox
Date: ’f / <7 /87 Onited States Attorney
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£ 5 U.S. Departinent of Justice
United States Attorney
GPJ:fc (CRIMEQO4) Diserict of Maryland
United States Courthouse, Eighth Floor 301/539-2940
{Q1 West Lumbard Serest FT8/962<822
December 5, 1988 Sairimore. Maryland 212012692

Hamilton P. Fox, III, Esquire

Dewey, Ballantine, Bushby,
Palmer & Wood

1775 Pennsylvania Avanue, N.W.

lashington, D.C. 20006

Re: Ral Matkari

Dear Mr. Fox:

- This letter confirms the agreement between your client,
Raj Matkari, and the United. States Attorney's Office for the
District - of Maryland ("the government'). The terms of the
agreement are as follows:

L. Mr. Matkari agrees to waive Indictment and plead
guilty to a criminal Information charging him with one count of
giving a gratulty to a public official in violation of 18 U.S.C.
§ 201(c)(l)(A}. Mr. Matkari acdmits that he is, in fact, gquilty

. of that offense and will so advise the Court.

2. The maximum sentence provided by statute for this
charge 1s as follows: Mr, Matkari is subject to imprisonment for
2 years and a fine of $250,000. In addition, Mr. Matkari must
Pay $50.00 as a penalty assessmeat under 18 U.S.C. § 3013.

3. Mr. Matkarl agrees to éooperate with the government
on the following terms and conditions:

(a) Mr. Matkari shall fully and truthfully respond
to all questions put to him by £federal law enforcement author-
ities. He shall promptly turn over to such authorities any
documents in his possession or under his control that are in any
way relevant to their inquiries.

(h) Mr. MYatkari shall cooperate completely with
federal law enforcement authorities in any matter as to which his
coaperation may %e relevant. He shall comply with any and all
reasonable instructions from such authorities with respect to the
specific assistance that he shall provide,
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Hamiltan P. Foxj 111, Esq.
December S, 1988
Page Two

{c} Mr. Matkarl shall testify fully and tcvuthfully
before grand juries and at all trials of cases at which his
testimony may be relevant.

?. In return for the complete fulfillment by
Mr. Matkari of all of his obligations under this agreement, the
government agrees as follows:

(a) When he appears before the Court for
sentencing for the offease to which he has agreed ton plead
guilty, the govenmen: will bring te the Court's attentisn and the
Court will be entitled to consider (1) the nature and extent of
his coogeration, and (ii) all other relevant information with
regspect to his background, character and conduct. Additionally,
the government will be entitlad to bring to the Court's attention
and the Court will be entitled =o consider any failure by
Mr. Matkari to fulfill any of  his obligations wunder this
agreement.

: (b) At Mr. Matkari's sentencing, the government
will make no recommendation to the Court regarding sentencing.
Mr. Mackari must understand that the Court is not a party to and
is not bound by this agreement. In tha federal criminal systen,
sentencing is a matter solely within the discretion of the Court,
and the Court could impose any sentence it may deem appropriate
up to and including the statutory maximum stated above in
Paragraph 2. :

S. If Mr. Matkari has failed or should fail in any way
to fulfill completely each and every one of his obligations under
this agreement, then the government will be released from its
commitment to honor all of its obligations to him. Thus, for
example, 1if’'at any time he should knowingly withhold material
evidence from federal law enforcement authorities or otherwise
not be completely truthful with such authorities or in his
testimony before grand juries or at trials, the the government
“will be free (i) to prosecute him for perjury, false declaration,
false statement and/or obstruction of justice; (ii) to charge him
with other offenses, i{f any, that he has committed; (iii) to use
against him 1in all of those prosecutions the informatisn and
documents that he himself has disclosed to federal law enforce-~
ment authoritles during the course »f his cooperation; and (iv)
to recommend to the Court any sentence that tha qovernment
considers appropriate, up to and including the maximum possible
sedtence.

€. Whether or not Mr. Matkari has completely fulfilled
all of his obligations under this agreement shall be determined
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Hamilton P. Fox, III, Esquirs
December 5, 1988
Page Three

by +the Court in an appropriate proceeding at which his dis-
closures and documents shall be admissible and at which the
government shall bde required to estadblish his breach by a
preponderance of the evidence. Mr. M™Matkarl understands and
agrees that he shall not he relieved of Rkis obligations under
this agreement or permitted to withdraw his guilty plea solely
because the government 13 relieved of any or all of its
obligations. :

7. Nothing in this agreement shall be coastrued to
protect Mr. Matkari in any way from prosecution foc perjury,
false declaration or false statement in connection with thisg
investigation, in violation of 18 U.S.C. §§ 1621, 1623 or 1001,
or from prosecution for any other offense committed by him after
the date of this letter. The information and documeats that he
discloses to the government pursuant to this agreement may be
used against him in any such prosecution. '

8. Mr. Matkari waives and agrees to waive any rights
under the Speedy Trial Act and Local Rule 30, and he understands
that his sentencing may be delayed until his cooperation has been
completed so that at sentencing the Court will have the benefit
of all relevant information. :

9. This letter states the complete plea agreemeant in
this case. There are no other agreements, promises, undertakings
or understandings between Mr. Matkari and the government.

10, If Mr. Matkari fully accepts each and every term
and condition of this letter, please sign and have Mr. Matkari
sign the original and return it to me promptly. The enclosed
copy is for your file. _ : , ‘

Very truly yours,.

Breckinridge L. Willcox
United States Attorney

By: :::E>€:f;?,:§;£;:lﬂ

Gary P. Jordan ~
- First BW¥sistant U. S. Attorney
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Hamilton P. Fox, III, Esquire
December 5, 1983
Page Four

I have read this agceement and carefully reviewed every

part of it with my attorney. I understand it, and I voluntarily
agree to it.

7,4 P / 54 / z ‘..//ZL_/Z:,_

Date Raj Matkari

I am Mr. Matkari's attorney. I have carefully reviewed
every part of this agreement with him. To my knowledge, his
decision to enter 1into this agreement is an informed and
voluntary one. '

I

\.// ‘; ’\‘_ F .'.’ l; / . ;}1" . ;,4.¢(' ., ‘/ .){ \ | :
Date Hamilton P. Fox, ILL, Esquire
Attorney for Raj Matkari
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AD 245 (Aev. 8@ Judgment in 3.Cnminal Cate

Htuteh Qtatzs Btztnrt (Enurt

DISTRICT QOF

UNITED STATES OF AMERICA | |
V. ' JUDGMENT IN A CRIMINAL CASE

RAJ MATKART Case Number HAR-89-0159

Gary P. Jordan
Attorney for United States

Hamilton P. Fox, III
Attomnaey for Defendant

{(Name and Acdress of Cefendant)

THE DEFENOANT ENTERED A PLEA OF: - ' -
, JILED __ENTERED
(£ gquilty O nolocontendare] as o count(sy__One (1) razacn gECIIVED .ang
2 not Guilly as to count(s) _ <
' - : JUL 21989
TH ERE WAS A; ‘ k i ) AT 25 TIMORE
[Z finging T vergict] of-guilty as tc count(s) - Sy Soicrsouar

oY £

14 CEPUTY

THERE WAS A;

(= finding T vaerdict]of not guilty as to count(s)

- jucgment of acquittal as to csunt(s)
The cefenadant is acquirtted and discharged as to (Ris/tRase couni(s).

THE DEFENDANT IS CONVICTED OF THE CFFENSE(S) OF: U.S.C., Title 18, Section 201{c)(1)¢.
Giving an Unlawful Gratuity. :

T lS THE JUDGMENT OF THIS CQURT THAT: Impcsltlon of sentence is suspended and,
Defendant is placed on probation for Three (3) Years with 500 hours of community
service. A Fine of $2,000,00 is imposed.

(n adaition to any conditions of probation imposed above, IT IS ORDERED that the conditions of prota-

tion sat Qut on the reverse of this judgmant are imposed.
S 4300/8043 ES:60  HE5T-E8-d3S
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" EONDITIONS OF PROBATION"

Where 0ro0ation Nag Deen grusred the delendant shall:

relegin trom vigiation of sny law [ledersl, Siate. and iocal) ang get 17 toych immediately with your grodation afficer « 3rrested or

auestianed Dy & ixw~enlorcement officern .

(D) 2388CIale onty with 1aw-aDiding D30NS and MMATLN re43aNITIe ACUrY;

(N warn reguiarly &t a lawhal OCCUGRLION and SUACOA your leGal cegenaants. «f 2y, to the Dest of your aBlity. (When oyt 0f worx Agtily
YOUr rosation otticer 21 onee. and CONIYIL AIM ONCT 19 10D SRANges):

{9 aoticave the fudicial district withoyt permission of the grapation ofticer:

(5)  AQuiy yOur 9ro8ation oificer immediatdly 3t any changes in yayr placse ot redidenca:

(8) ‘oliow (Me prodation officar'sinatructions and re0ort 3s Qirseted.

The court May Changs ine cOAditions of sroBanca. redycs of extend the 2erod of grobation. ang at any time dunng the oredation sersg

ot wthi. tha Mazunum SrS03N0N Craod of § yedrs permited By 1aw. MRy 133y & warrant and revoke pBrodation for & vialation accurring

(R)]

dunng e rolation oenQa.

ITIS FURTHER QRDERED tnat the defendant shall pay a total special asssssmentof $__50.00
. pursuant to Title 18, U.S.C. Section 3013 for ¢ount(s) ___One (1) . BATHERTX

mmWxxxxzxxxxxxxxxxxxxxxxxxxxxxxﬁcxxxxx:g&_xxxmxrgyggmgga
EEINE SFSHEX I XRE THNNCES I EY. L

IT IS FURTHER ORDERED that the dafancant shail pay te the United Statas attomay (or this gistriet any amoynt
impcsad as a fine, rustitytion or spegial assessment. The defendant shajl pay to the clerk of the court any
amount imposed as a cost of prosacution. Untll all finas. rastitution. special assessmaents and costs are fully
£aid, the gefencant shail immediately notity the United Statss attorney for this distnet ot any ¢hange in name

ang agdress.

IT IS FURTHER ORDERED that the clark of the court deliver d certified copy of this {udgment to the United
States marshnal of this clstrict.

'O The Court craers commitmant to the custody of the Attorney Genaral ang recommends:

\July 28, 1989

Oate pf Imp (_:Q ' . D o e :
7

dture chudxcia?O(ﬁcac/ ' s
CHN R. HARGROVE, SR.j/UNITED STATES DISTRICT COURT JUDGE
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have executad this Judgment as fallows: = =- I
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e .
2E o~ =
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Defencant deliverad on e} A at
Rate

. the institution designated by the Attcrney

Gengral, with a certified copy af this Judgment in 3 Criminal Case.

‘ Uniteg States Marsnal Gm
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IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF MARYLAND

UNITED STATES OF AMERICA -
v. * CRIMINAL NO. HAR-89-0159
RAJ MATKARI *
Jok ok ok k k&

o © STATEMENT OF FACTS

If this case had proceeded to trial, the government
would have produced evidence to prove the following facts.

‘ In August 1987, the defendént, Raj Matkari, was the
Vice President for Regulatory Affairs and Product Developmeﬁt for
Pharmaceutical Basics, Inc. (PBI)\- PBI is a generic drug manu-
facturer with headquarters in Denver, Colorado. PBI regularly
submitted applications to the Division of Generic Drugs of the
food & Drug Administration for approval to market its products to
the public. As Vice President for Regulatory Affairs, Mr.
Matkari was directly responsible fo? monitoring the status of
these apﬁlications. |

Charles Y. Chang was Chief of a Branch of Review

Chemists in the Division of Generic Drugs. In that capacity, Mr.
Chang supervised his chemists’ revieg of generic drug applica-
tions. As of August 1987, Mr. Chang and his chemists had
- reviewed and recommehded approval for several applications
submitted by PBI and there were a number of PBI applications

pending in Mr. Chang's Branch.
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During the summer of 1987; M;T'Chang made known to Mr.
Matkari that he was experiencing financial difficulties. Mr.
Matkari cashed a check on or about August 7, 1987 and took $2,000
in United States currency from the proceeds with him when he
travelled from Colorado to the Washington area on August 19,
1s87. On that date, Mr; Matkari met Mr. Chang at the Bethesda
Marriott Hotel in Bethesda, Maryland where he gave Nr, Chang an
envelope containing $2,000 in cur:enéy.
T'In July, 1388, Charles Chang began cooperating with the
government's investigation of corruption in the Division of
Generic Drugs. On July 29, 1988, Mr. Chang placed z telephone
call to Mr. Matkari which was monitored and recorded by an agent
of the Office of the Inspector General of the Department of

Health & Fuman Services. In this taped conversation, Mr. Matkari

made statements admitting his payment of cash to Mr. Chang.
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Exhibit 1.
Exhibit 2.

Exhibit 3.

Exhibit 4,

Exhibit .-

Exhibit 6.

Exhibit 7.
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EXHIBITS
October 20, 1993 Debarment Order, 58 FR 54156
Articles of Incorporation of Napean Enterprises, Inc.

Report of July 17, 23 and 29, 1997 Inspection of Sage Pharmaceuticals by
Carolyn E. Barney, CSO, ORA SE NOL-DO SHR-LA » HFR-SE4555

March 31, 1997 Invoice Number 14893 from Akzo Nobel (Diosynth, Inc.)

to Napean Enterprises, shipped to Sage Pharmaceuticals, for Esterified
Estrogens

July 10, 14, 16, and 21, 1997 Handwritten Customer Lists and Shipping
Instructions from Raj Matkari to Jack Antis, Pegasus Labs

August 12, 1997 Memo from Joan S. Norton, CSO, to Keith Ehrlich, SI,
Regarding August 7, 1997 Inspection of Pegasus Laboratories

February 14, 1997 and May 2, 1997 Letters from Sage Pharmaceuticals to
FDA Regarding Sage ANDA '
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rea; salaries and other
ation paid to full- 2nd part-time
9 service providers: and
to encourage pudlic-private
ups that promots busihess

ta collected tn this sec
zport are necessary fer
sn of the requirsd angua
Congress, as specified in

- Larry Guerrero

section 858L of the Act. This
information will aleo assist in program
gveluation, maoegement, and
monitoring. In dddition, grantees must

submit info ion on their review of
licensing and tory requirements,
as well ag ibe.the standards and
bealth and requirsments

applicable to child cara providers in
thelr area, {f sych information was not
submitted with the Srst interim report
that was due mber 31, 1982.
Annual Nunber of Respondents: 260.
Annual Frequency: 1.
Average Bupden Hours Per Response:
50.
Total Burden Hours: 13,000,

De.ed: October 7, 1983,

Deputy Director| Office of Information
Systacis Managament

(FR Doc. 93-25603 Filed 10-19-93: 8:4S am]
BiUuDG COOE uu\m-«

Third Meet{ng \qfthe Advisory
Committea on Mead Start Quality and
Expansieon

AGENCY: Adminisoation for Children
and Families, DHHS.

AcTioN: Notice ofmeeting.

SUMMARY: Notice is hereby given,
pursuan? to Public,Law 92483, the
Faderal Advisory Gommirtee Act, that
the Advisory Commirtes on Head Start
Quality and Expandion will hold its
third mesting on Tdesday, November 2,
1993 at tha Grand Hyatt Hotel, 1000 H
Steet, NW., Washimrton, DC.

The mesting shail be opsn to ths
public. The proposed final agenda will
{nclude a discussion ¢fthe draft report
of the Advisory Committee.

Records shall be kept of all Committes
proceedings and shalijbe available for
public inspection 2t 370 L’Enfant
promenade. SW., Aergspace Building,
suite 500, Washingtoni DC 20447,

1f a sign language Kilerpreter iy
needed, contact David |Siegel et the
address and telep2czaibelow.

FOR FURTHER INFORMATIDN CONTACT:

David Siegel, 7tr Zsor Aerospace

Building, 370 L’Enfant Promenads, SW.,

Washington, DC 20047|(202} 401~9215.
Dated: October 15, 1993

Lawrencs |, Love,

Deputy Assistant Secrstery for Program

Ogerutions.

{FR Dec. 93-25838 Filad 10~

amj

SILING COOL 4134014

~33: 11:22
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Food and Drug Administration
[Cocket No. 32M~0412]

Ra| Matiari; Denial of Hearing: Final
Debarment Ordsr

AGENCY: Food and Drug Administration.
HHS.

ACTION: Notics.

\

suMmaRY: The Doputy Coemissioner for
Cperations of the Food and Drug
Administation (FDA} deaies a hearin
{or and {ssues a final order perma.nam%y
dabarring Mr, Raj Matkari; 1304
Riverglen Way. Berthoud, CO 80813,

. under section 306(a) of the Federal

Food, Drug, and Cosmetic Act (ths ac?)
(21 U.S.C. 335a()). The Deputy
Commissionet bases this arder on her
finding that Mr, Matkari was convicted
of a Fedsral feloay for conduct relating
t0 tha devslcpment or approval,
including the process for development
cr approval of a drug product; and
szlating to the regulation of a drug
product under the act.

EFFECTIVE DATE: October 20, 1993.
ACORESSES: Application for termination
of debarment to the Dockats
Management Branch (HF A-305), Food
arnd Drug Administation, rm. 1-23,
12420 Parklawn Dr., Rockville, MD
20857,

FCR FURTHER INFORMATION CONTACT:
Megan L. Foster, Canter for Drug
Evaluation and Research (HFD-386),
Food and Drug Administration, 7500
Stancdish PL., Rockville, MD 20855, 301~
3342041,

SUPPLEMENTARY INFORMATION:

1. Background

Mr. Raj Matkari, the former Vice
Presidant for Ragulatory Alairs and
Product Development of Pharmacautical
Basics, Ine. (PBI), pled guilty and was
sectenced on July 28, 1984. for giving an
unlawful gratuity, a felony offense
under 18 U.S.C. 201(c)(1)(A). The basis
for tkis conviction was Mr. Matkari’s
pzyment of approximately §2,000 to an
FDA chemistry revisw branch chisf who
w33 involved in the regulation of PBl's
crug products and who was specifically
responsible for supervising the chemists
wko reviewed P3I's applications to
detarmine whether these applications
met certain statutory standards for
approval.

11 a certifled Jatter rocaived by Mr.
Matkari on November 25, 1392. the
Deputy Commissioner for Operations
offered Mr, Matkari an opportunity for
a hearing on & proposal to issue en ordaer
undar section 306{a) of the act debarring
Mr. Matkari from providing services in
acy capacity to a person that basan

SdH/5=302 502

°5:65
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approved ar panding drug product
application. FDA based tha propesal to
dega: M. Matkari on its finding that he
was convicted of a felony under Federsl
law for conduct relating to the
devalopmaent, approval, and regulation
of PBI's drug products.

The corufied letter aiso informed Mz,
Matkari that his request for a hearing
cculd oot rest upon mers allegations or
denlals but must praseat specific facts
showing that thera was a genuine and
substandal issue of fact requiring a
bearing. The letter also noted thatifit
conclusively appeared from the faca of
t2e infarmation and factual analysas in
kis request for a hearing that thera wag
2o genuine and substantal issue of fact
which precluded the order of
debarment, FDA would anter summary
judgment against him, making firdings
and conclusions, and denying his
request for a hearing.

Mr. Matkari respoended to the
prepesal to debar (o a letter filed by
FOA on fenuary 2, 1993, in which he
requested & hearing M. Matkard also
subrnitted & brisf argument in suppert of
tis hearing raquest in a letter fled by
FOA on Fetruary 4. 1993,

The Deputy Commissioner hes
censidered Mr, Matkari's arguments and
concludes that they are unpersuasive
a=a fail to raise a genuins and
substantial {ssue of fact requiring &
nmearing. Mr. Matkari's a.z?ments and
he agency’s responses follow.

0. Mr, Matkari's Arguments in Support
of a Hearing :

M. Matkar] first argues that his
csnduct does not fall within the
srovisions for mandatary debarment but
i=stead falls within those for parmissive
cebarment. Mr. Matkari fails to suppart
this statement with an axplanation or
further argument. i

Paragraphs (a}(2)(A) and (2)(2)(B) of
section 306 of the act require FDA to
debar an individual if the Secetary
finds that the individual has besn
scovicted of a felony undar Fedsral law
for conduct: (1) Relading to the
cevelopment or approval, includiag taa
process fer devalopmant ar approval, of
any drug product; or (2] othenwise
relating 10 2o regulation of any drug
product under tha act. .

These maadatory detarmant
crovisicns apply o Mr. Matkar{'s
<onvicton for payment of an illegal |
gratuity. Whiie this cime is listed in s
cermissive debarment provisions,
saction 208(9)(2)(B)(ii), an individual
convicted of this crims will be
zonsidered to be 8 candidats for

ermissive debarment only if FDA fizds
Zat the conduct giving rise to the
zznviczon did nct relate to the

developmant or approval or the
regulation of sny drug product. Because
FDA Ands that Mz, Matkari’s conduct
leading to his ceaviction did relats 10
the development azd approval and the
regulation of his carporatian’s drug
products, the mandatery provisions,
rather than the permissive pravisians,
are applicable in this case. Mr. Matkari
has not disputed FDA's fiading that his
conduct leading to his conviction relates

.to the developrzent and approval and

the requlaton of his corporation’s drug
products. Therefors, Mr. Matkari's claim
fails to raise a genuing and substanatial
issus of fact. .

In his second and final argument, Mr.
Matkari claims that the debarmant
provistons do not apduly retroactivaly to
convictions that predats the enactment

of the swatute. He does not suppert this .

claim with further argurent,

The provision of the act which
applies to M1, Matkari, seciion 206(a}(2),
is clearly retroactive. This i3 evidencad
in section 208(e) of the act, which treats
mandatory debarment of corporztions
differently with resgect 16 retroaciivity
from mandatory debarmsnt of

_individuals. Mandatory debartment of

corporatians under 206{a)(1) of the act
is not retroactive becauss it only appliss
to convictions “after tha dats of
gnacunent of this secton.” However,
sacdon 308(a}(2) of the act, which
pertains to mandatory detarment of
individuals, does not contain this
limiting language. Therefors, if Congrass
bad intended for sectisn 306(a)(2) of the
act 2ot to ba retroaciive, it would have
included the languags “after the date of
enactment of this sacticn.”

Section 306(1)(2) of the act, which sats
out tha effective dates for each provision
of the act, also Indicates that saction
306(a}(2] {s retzcacyvs. Tha only
limitation section 308(1)(2) sets on
sacton 306(a) of the act is that section
308(a} shall not apply to a convicton
which ocrurred more than § yeass
tefore the initiation of an agency action.
This language indicates that any

- applicable convictien may be used as

the basis for debarrzent, 30 lang as it
cccurred no mere than 5 years prisr ‘o
thz initiation ef debarment proceedings.
Cartain cther provisions covared in
secdon 306(1} of Se act are further
limited by the statement that tha section
shell not apply o an action which
octurted before June 1, 1982, Thus,
when Congress Intanded that a cartain
section not bs retreactive, it seta
specific effactive date or used specific
limiting language as in section 206(a}(1)
of the act. Congzess' inteational
omission of an effective dats for section
306(a)(2} of the act indicates its intent

Mr. Matkari acknowledges that he was
convicted of a falony es allegsd by the
agency in {ts proposal to debar him byt
has failed to demonstrate that bis
conviction dees not relate to the
development, spproval, o7 regulaticn of
any drug Qroducz. In addition, Mr.

-Matkari's lsgal arguments do not create

a basis for a hearing and, in any event.
are unpersuasive. Therefore, Mz,
Matkari has failed to raisa @ geouine and
substantial issue of fact regarding this
conviction. Accordingly, the Deputy

-Commissioner for Operations denies Mz,

Matkari’s request for a hearing,

II1. Findings and Order

Thersfora, the Deputy Commissicner
for Qperations, undar section 308(a) of
the act, Sxds that Mr. Raj Matkars has
been convicted of a feleny undsr -
Federal law for conduct (1) Relatiag 1o
the development or approve), including
the process for development or
approval, of a drug product (21 U.S.C.
335a(e)(2){A)); and {2} relating 1o the
regulaticn of 3 drug product (21 U.S.C.
335a(al{2)(B)).

As 3 rasult of the feregoing Andings.
Mr. Raj Matkari is permansently debarred
fom providing services in any capacity
ta a person with an approved or
pending drug product application under
saction 508, 507, 512, or 802 of the act
{21 U.S.C 355, 357, 260b, or 382), ar
uznder section 351 of the Public Health
Service Act (42 U.S.C. 262), affactive
October 20, 1953 (21 U.S.C.
3352(c)(1)(B) and (S)(2)A)(ii) and 21
U.S.C, 321(ae]). Any person with 2n
approved or pending drug product
application wko knowingly vses the
services of Mr. Matkari In any capacity,
during his pericd of debarment, will te
subject lo civil monasy penalties {23
U.S.C. 323b(3)(8)). U M. Matkani, during
his period of debarment, provides
servicss in any capacity to & persan with
an approved or pending drug praduc:
application. he will be subject ta civii
meney peraldes (21 U.S.C. 335z{aliT
In addiuen, FDA will pot aczept =z
review any akbreviated new drug
applicstion or abbreviated antibicuc
drug applicaticn submitied by or wid
the assistance of M. Matkad during his
period of debarmeat.

Mr. Matkari may file an applicatioz 0
attempt to tarminate his debarmant
pursuant te section 306{d)}{4}{a) of e
act. Any such epplication wouid e
reviewed under rie criteria and
processes set {orth in section
306(d}(4)(C) and (d){2)(D) of tha act.
Such ano application should de
identified with Docket No. 92N-0412
and sant to tha Dockats Managemsnt
Branch (address abave). All such

thst this section be retzoacivs. submissions are to be filed in four
TSieR AR T-TE-dZES

S/ HFAD HAA
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copies. The public availability of
informaticon in thess submissions is
govarned by 21 CFR 10.20(j}. Publicly
available submissions may be seen in
the Dockets Management Branch
between 9 a.m. and 4 p.m.. Monday
through Friday.

Dated: Septemsr 27, 1993,
Jane E. Hemney,
Depury Cocimissioner for Operations.

BILLUMG COOCE 1180019

802(b)(3)(A) of the act requires that the
agency publish a notice in the Federal
Register within 10 days of tha fling of
an epplicztion for export to facilitate
public perticipation in its review of the
application. To meet this requirement,
the egency is providing notice that
Alpha Therapeutic Corp.. 5555 Valley
Blvd., Il.os Angelas, CA 90032. haslﬁled
ac epplication requesting approval for
e axpart of the biological product

Affiniry Chromategraphy Purified,

\{FR Loc. §5-25672 Filad 10-19-33: 8:45 m’/ﬂl.mihemophiiic Factor (Himan)

{Cocket No. SIN~CISEE]

Orug Export; Amtthemophliic Factor
“(Human), Afflnity Chromatograpghy
Purifled, Scivemt Detsrgent/Heat
Trested, Method C -

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMAAY; The Food and Drug
Administation (FDA) is announcing
that Alphe Therapeutic Corp. bas filed
a2 application requesting approval for-
the sxpornt of the biological product
Antihemopkilic Factor (Human),
Affinity Chromatography Punfied,
Solvert Detergant/Heat Treatad, Method
C 1o the United Kingdem.
£DORESSES: Relsvant information on
this epplication may be directed to the
Dockets M ement Branch (HFA~
305}, Focd and Drug Administration,
rm. 1-23, 12420 Parklawn Dr.,
Rockville, MD 20857, and to ths contact
parson identified below. Any future
inguiries concerning the export of
burmar. biclogica! products under the
Drug Export Ameudments Act of 1986
should also be ditected to the contact
person.
FOR FURTHER INFORMATION CONTACT:
Fredarick W. Blumenschain. Canter for
Biologics Evaluarion and Research

. (HFRM—880), Food and Drug
Adminiswatior, 1401 Rockville Pike.
Rockville, MD 20852-1448, 301-594~
1070. :
SUPPLEMENTARY INFORMATION: The drug
expor provisicns in sectiod 802 of the
Faders! Food. Drug. and Cosmetic Act
(the act) (21 U.S.C 282) provide that
FDA may approve zpplications for the
export of biologizal products that are
not cu=relitly approved in the United
States. Section 802(bJ(3){B) of the act
sats forth ths raquirements that must be
met in a1 application for approval.
Sectign 802(0)(3)C) of the act requires
that the agency review the applicaion
within 30 days of its 8ling to determine
whether the requirements of section
802(bY I}B) have heen satisfed. Saction

W
o4
1
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Solven! Detergent/Heat Treated. Method
C 1o the United Kingdom. Thse
Anthemophilic Factor (Human).,
Affnity Chromategraphy Purifed,
Solvent Detargent/Heat Treatasd, Method

C is indicated solsly for the preveation .

ard conirol of bleeding in padents with
modsrate or severs Factor VIO :
deficiency cue to hsmopkilia A or
acquired Factor VI defidency. The
application was received and filed in
the Center for Biologics Evaluaticn and
Rasearch on August 30, 1993, which
shall be considered the filing date for
purposes of the act. :

Interested persons may submit
relevart informetion oo the application
to the Dockets Management Braach
{addrass abgve) in two coples (except
that individuals may submit single
copies) end identified with the docket
number found in bracksts in the
heading of this document. These
submissions may be seen {n the Docksts
Manegement Branch between ¢ a.m. and
4 p.m.. Monday through friday.

The sgency encourages any person
who submits relevant information on
the application to do so by November 1,
1993, and to provide an additional copy
of the submission directly to the contact
perscn identified ebove, tc facilitats
corsideration of the information during
the 30-day review period.

This potics is issued under the
Fadera Food, . and Cosmetic At
{sec. 802 {21 U.S.C. 382}} and under
authority delegated to the Commissioner
of Food and Drugs (21 CFR 5.10) and
redslegated to the Centar fcr Biologics
Evaluation and Research (21 CFR 5.44).

Dated: Ocwober 1, 1993,
P. Michae! Dubinaky,

Dezusy Director, Offics of Compliance, Center

for Biologics Evaluation and Ressarch.

[FR Doc. 9325677 Fliled 10-19~93; 8:45 am]
RILING COCE 41001 F

Advisory Commitniee; Nollce of Meeting

AGENEY: Food and Drug Administration.
HHS.

ACTON: Notice.

S 432,904 ERs:

ston, W.IH., /a1
iatary Human Eg
N and Fartslity,

SUMMARY: This notics announcas a
forthcoming meeting of a public
edvisory commirtae of the Food and _
Drug Administration (FDA). Tkis ncti’d- 30-31, ltigg
also summarizes the procedures for b > A= Ultresgue
meeting and methods by whick ;‘:‘ O:j/cy‘cs Farsl
interested persons may participats in > ¢ 7 vol. 25.°
cpen public hearings bafors FDA's

advisory committess. :’;e:o{. Hix‘::u
MEETING: The following advisory 1573, PR 7082
committee meeting is ennounced: . 23 cidog Steple
Veterinary Medicine Adviso ; Remplantasaa.
ary e ry Jubsequant Tydal
Committee L L1978 pp. 8304

Date, time, and plcce. November 8vuds. R. G, Bimh
1993, 8:30 a.1n.. and November 10, 1¢# Humaa Embryo,
8 a.m., Cashen Room. Heliday Ina- ::?ry e

e - .
Gt 1o oo VUEL S o
Ave.. 3. College of

Type of meeting and contact persg g
Open committee discussion, Novemiy] 1 e &, =4, 16
5.1993,8:30 M. t0 10 &..: PR  mmry 7 o
public heering, 10 e.m. 1o 11 8. M. Worid's Second. B
unjess public participation does cotfost Ociober & 157
that long: open committee discussicp. 32 dtiag Boue, §,
11 a.m. 10 2:15 p.m.: opec public  :d Frequency of =
hearing, 2:15 p.m. to 3:30 p.m.. unlelies In Aborzons A!

ublic participation does Rot last th#7eet vol. 1. 1973, p.
ong; cpen commitiee discussioa, 3:7: 33 cltog Faeer,
p = to 4:30 p.m.; closed commmeef:"" ‘;’,g: and Oy
deiiberations, November 10, 1992, “M"::” 5::?::&

am.te 5 p.m.: Gary E. Stefan, Cantemy ygma’ o
Vetaricary Medicine (HFV=244). 7Sdlin kﬁu:wi m"f'p
Standish Pl., Rockville, MD 208SS. earsdea and e
594-1769. Qy in Mouse Embrys

Genera function of the committe.rmel of Reproduct
The commitiee reviews and svaluafo”a. pp. 13118
aveilable data concerning safety aniP. 3. citing Ahlgren.
effectiveness of marketed and 7d Survival in the
investigational new animal drugs. fg; Cynecaicgic
and devices for usa in tha t:eaunen'r.f' p?m’f’n“‘
prevention of enimal disease and 1% r-—:f;z;ka. t
increased animal production. al Juserion of v

Agenda—Open public hearing. & ogyciion cag Fortil;
interested persans requesting o pm, o
data, information, er views, orsliy pp. 33-as.
wTiting, ot issues pending before L. Statement at the
comumittee should communicate w Panel on Sciencs anc
the contsct person. ‘ isnal Scieace Folicy

Open committee discussion. Thee Committez on
committee will discuss flaxible Jak 36 US. House of
for approved new animel drugs. an 208 11! Seesior
FDA's Compliance Policy Guide o1 mntw ‘g,ﬂ.};:;‘?
Proper Use ans Rssidus Te e dees.
Avecidance by Non-Veterivarians. . amoving T

Closed cogtmittee deliberations. ::‘::u:‘z;_: l;;'z eic
committee will review and discuss, :
sacret end/or confidential commerG.. and Sharke. Savi:
information relevact to a pew arimesearch in Huriaa
drug applicaton. This porticn of tol. 231. 1971, 1. &7
meating will be closed to permit  bies by Mesas 51 ir
discussion of this information (5 Uthical Expenmentso:
5325 [c)4)). 'Jﬂ(. 'IOUTC/,f:,

Each public sdvisory committee’ P2 120 o Kass
mestng listed above may have as {5 00 (<% TR
as four separable porticns: {1} An ¢ N

ublic hearing, (2) an open commi,if we ‘Reprocuce’?
scussion. (3) a closed presantati Madica!
dats, and (4] a closed committes
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ARTICLES QF INCORPOHRATION
Qr
NEAPEAN ENTERPRISES, INC.

The undersigned entity hereby establiches a corpora=ion
pursuant to the Colorade Business Corporation Act as amended and

adopts the following Articles of Iacorporationm: . 9HIS0%EE { sS..°0 ~ - ==
C T SECRETaRY OF TATE ¢ oo

ARTICLE I R 75 EE SHEURT, » SR TR D O

NAME e ELCRNIE I

The name of the corporation is: Napean Enterprises, “nc.

. *  ARTICLE II

PURPOSE
The corporation shall have and may exercise all o5f =sa
rights, powers and privileges now or heresafter conferred uzon
- corporations organized under the laws of Colorado. 1In additi.rn
the corporation may de everytking necessary, suitable or prope
for the accomplishment of any of its corporate purposes.  Th

corporation may conduct part or all of its business in any par:
Colorado, tlhe United States or the world and may hoid, purchs
mortgage, lease and coavey real and personal property in any
suchk places. More specifically, the corporatiosc is organized far
the purpose of the wheolesale distribution of pharmaceuricai

products.

o .

rhs be T g s

=

0

ARTICLE IIT

STOCK _AND RIGHTS OF SHARTHOLDERS

3.1 The aggregate number of shares which the corporation
shall have authority to issue is 100,000 shares of common sTrock.
The shares of this ciass of common s8tock shall have unlimized
voting rights and shall constitute the sole voting group af the
corporation, except to the extent any additiconal wvoting group ar
groupa may Nereaftar be established in accordance with the Coleorade
Business Corporation Act. The shares of thisg class shall alse Se
entitled to receive the net asgsets of the corporation ugon

dissolution. - -

3.2 Each shareholder of record shall have cne veane
for each share of stock standing in 2is name on the books <if :he
corporation and entitled to vote. Cumulative voting skall notu ce
permitted ip the elecrtion of directors or otherwise. .

3.3 Unless ctherwise ordered by a court of competent
JuTriediction, at all -meetings of shareholders, a majority of the
sharegs of & wvoting group enktitled to vote at such meeting,
repregsented in person or by proxy, shall constitute a8 quorum of
that voting group.

' 3.4 Shareholders shall have pre-emptive rights.

0017
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ARTICLE IV

DIRECTORS
The number of directors of the corperation shall be fixed Dy
the by-laws. Ooé Director shall constitute the igirtial hoars 3z
iractors. The following persons are elected to serve as +he

corporation‘s initial directors until the first annual meeting ot
shareholders or wuztil their succagsors are duly elected and

qualified:

NAME ADDRESS
Rajaram K. Matkari 120 Bunyan Street, Suite D

Berthoud, Colorade 805:3

ARTICLEZ V
REGISTERED QFFICE AND AGENT

The etreet address of the initial registered office of tie
corporation 1s 3025 South Parker Road, Suite 200, Aurora, Colaride
80014. The name of the initial registeréd agent of the corgoratior
&t such address is: Beck and Cassinis, P.C.

ARTICLE VI

PRINCI OFFICE

i The addresg of the initial principal affice of the corporaszion
is: 120 Bunyarn Street, Suite D, Berthoud, Colorado 80513.

ARTICLE VII

LIABILITY OF _QFFICERS AND DIRECTORS

The following provisions are inserted for the manageren~ of
the business and for the conduct of the affairs of the corporazien,
and same are in furtherance of and not in limitation or exclus:yun

c¢f the powvers conferrsd by law.

~

7.1 Conflicting Interest Transactions. As used in rthiu
“he

paragraph, °‘conflicting interest transaction"” means any of

following: (a) a loan or other assistance by the corporat.or -~ A
director of the corporation or to an entity in which a direczor of
the corporation is a director or officer, or has a finarcial
interest; (b) a guaranty by the corporation cf an obligatioz of a
director of the corporation or of an obligaticn of an entiny in
wvhich a director of the corporation is a director or officer. or as
a financial interest; or (¢) a contract or transaction between zhe
corporation and a director of the corporation or Detweer <=he
corporation and an entity in which a director of the corpora=inn i

- -
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interest traansaction shall be void or voidable, be enjcined, be s
agide or give rise to an award of damagee or other sanctions in
proceeding by a sharedholder or Dby or in the rigkt of tA
corporatiorn, solely becauge the.conflicting interest transactic
invelvee a director of the corporation or am entity in whicl
director of the corporation id a director or officer, or has
financial interest, or golely because the diraector is present az or
participates in the meeting of the corporation’s board of directors
or ¢of the committee of the board of directors which authcrizes,
approves or ratifies a conflicting interest transaction or solely
Pecausa the director’s vete is counted for such purpose if: (i; &Lhe
material facts as to the director’s relationskip or iateres= as =a
the conflicting interest transaction are disclosed or are known re
the bocard of directors or the committee and the board of direcrcrs
or cormmittee in good faitl authorizses, approves or ratifies *Meo
conflicting interest traznsaction by the affirmative vote oz a
majority of the disinterested directeors, even <though the
disinterested directors are less than a quorum;. or (ii) =ixc
material facts as t¢o the director’s relationslip or interest and as
to the conflicting interest transaction are disclosed or are krown
to the shareholders entitled to vote thereon.and the conflicxz.ag
interast transaction is specifically authorized, approved oar
ratified in good faith Dy a vote cf the sharehclders; or (iii: =
conflicting interest transaction 18 fair as to the corporatioa au
"o0f the time it is authorized, approved or ratified by the board of
directors, a comnittee thereof or the shareholders. Common onr
interegted directers may be counted in determining the presence of
& qQuorum at a meeting of the bocard of directors or cf a comuirtzee
which authorizes, approves or ratifies the coaflicting interasc
ransaction. '

7.2 Loans and Guaranties for the Benefit of Directors.

Neithaer the board of directors nor any committee therecs
authorize a lo&an Dby the corporation to a director of
corporation or to any entity in which a director of the corporat.on
i a director or officer, or hasg a financial interest, == &
guaranty by the corporation of an obligatiocn of a director of =ne2
corporation or of an obligation ¢f an entity in which a director of
the corporation is a director or officer, or has a {iaancial
intereaet, until at least ten (10) days after written notice of the
proposed authorization of the loar or guaranty has been given to
the shareholders who would be entitied to vete thereocn if the iscue
of <«he 1loan or guaranty were submitted to & vote of <The
shareholders. The requirements of this paragraph 7.2 are in
addition to, and not in substitution for, the provisions of
paragraph 7.1 cf Article VII. ' :

a director or officer, or has & financial interest. Nc contliczia

Lppon

o 7.3 Igdamnification. Tke corporation shall iccemnifiv.
to the maximum extent permitted by law, any person who is or wa= a
director, officer, agent, fiduciary or employee of the corpgors:.an
against any claim, liability or expense arising againetc or incu~-red
by such person made party to a proceeding because nhe 1s or was a

. » -3-
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director, officer, agent, fiduciary or employee of the corperation
or becauss he is or was &erving anotker entity as a director,
officer, partner, trustee, employee £fiduciary or agent at tha
corporatiorn’s request. The corporaticn shall £further have zhe
anthority, to the maximum extent ‘permitted by law, to purchase and
maintain insurance providing such indemnification.

7.4 Limitatien’on Diractor’'s Tiabiljty. o director of

t2is corporation shall have any peresoral llabilizy for monetaty
damages to the corporation or ite shareholders for breach of his
fiduciary duty as a director, except that this provision stall nor
eliminate or limit the personal liability of a director to the
corporation or its sharekalders for mozetary damagee for: (a) any
breach of the director‘s duty or loyalty to the ccocrporatien or i%s
shareholders: (b) acts or omisgsions not in goed faith or which
iavolve inteantional nmisconduct or & koowing vielarion of law;
(¢) voting for or aseeating to a distzibution in wviolaticn of
Colorado Revized zatutes § 7~-106-401 or thke Articles A7
Izcorporation if it is established that the directer 4did =nor
perform his duties in compliance with Colorade Rewvised Szatul:s
§ 7-108-401, provided that the persomal liability oi a direcear
in tihie circumstance shall be limited to the amcuat of rne
digeribution wvhich exceeds what could have 2aen distributed witpoun
violation of Colorado Revised Statutes § 7-106-401 or the Articlas
o€ Incorporation; or (d) any tramsactiocn from whick the direczor
directly or iadirectly derives aro Iimproper personal Denef.z.
Naothing contained herein will Pe construed to deprive any director
of his right to all defenses ordinarily available to & director nor
will anything herein be construed to deprive any director oI aay
right he may have for contribution from any other director o=
person.

) 7.5 Negatign of Fquitable Interests ip Shares or Richis.
Uzlegs a person is recogaized &as a shareholder througk =the
procedures astablished by the corporation pursuant to Celsrade
Revised Statutes § 7-107-204 or any similar law, the corporation
shall be entitled to treat the registered holder of any shares of
the corporation as tde owner theraof for all purposes permitted DY
the Coloradec Business Corporation Act, including, without
limitation, all rights deriving €from such shares, and the
corporation shall not be bound to recognize any equitaple or onnher
claim to, or interest in, such shares or rights deriviag frem such
shares on the part of any other person, including, wizhout
limitation, a purchaser, assigmnee cr =transferee of such shares,
unless and until such other person becomes the registered hoider cf
such ahares or is recognized as such, whether or nect The
corporation shall have either actual or comstructive notice of rthe
claimed interest of such other person. By way of example and not
lifnitation, until such other person has Dbecome the ragistered
holdar of auch shares or is recognized pursuant to Coloradc Revised
Statutes § 7-107-204 or any similar applicable law, he shall nor be
entitled: (a) <to receive notice of the meetings of the
shareholdars; (b) tc vote at such meetings; (C) to examine & List
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of =the shareholders; (d) to Dbe paid divideads o
distributions payable to shareholdexs; or (e) to own, &3 e

axaercise any other rights deriving from such sharzres against rhe
corperation. Nothing contained herein will be conatrued zo deprive
any deneficial shareholder, as defined by Colorade Revised S=
§ 7-113-101¢1), of any right he may have pursuant to Article
the Coloradc Business Corporation Act or any subsequent law.

ARTICLE VIIZI
INCORPORATOR

The name and address of the lncorporater is:

Name R ~ Address
Beck and Cassinis, P.C. ) Suite. 200

3025 Scuth Farker Roaa
Aurcra, Coloradoc 320014

DATED this llth day of December, 1985,

.).:

Beck and Cassinis, P.C. hereby consents to the appointmenz a=
the initial registered agent for Napean Enterpgises, Iac.

Bec
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Sace Pharmaceuticals, Inc., 5408 Interstate Dr., Shrasvepors:, 1

LA 71109 (CFN 2318121) 7/17,23,25/97 CEB

SIMMARY OF FINDINGS/COMPLETE REPQRT

This directed inspecticn was conducted as a follow-up to Assignment
#287 to decermine if Sage has applied for an ANDA ‘or NDA for the
product, Mencgen, and tc collect samples of the Menogen preducts.
This inspection was conducted in accordance with C.P. 7356.002,
Drug Process Inspecticn.

The previous inspecticn, conducted on 11/19-27/96 found that the
firm had significant GMP deficiencies including: nc validaticn of
the manufacturing and packaging processes for seven precducts;
tazlet sample weights not recorded for four products during
vaiidacicn; no stabilicy data available Zfor five products; an
addicicnal 110 grams cf dextramethorphan hydrobromide dispensed
ascwve the validated formula for PanMist DM; screen sizes to PanMist
changed without being evaluated and approved by QC; PanMist
scarilicy not evaluated after changing the screen size during

-
'

-]
preducticn; validated mixing times ncot specified for Profen LA
~
e

tanlets: identicy tests not performed cn all componenis: no
procedures for retention periods of active ingredients and reserv
samgles; ne fin

al preoduct report cempleted for 6 of 9 complaincs;
aview conducted of PamMist S, Palgic D, and Capsi
nspeccion was classified AA.

and no annual
tarlers. The

n 7/17/97, I showed my credentials and praesenced the FDA-482,
Notice of Inspecticn, to Dr. Jivm Ren Chen, President. I alsc
vv'Q‘j

presented my credentials to Mr. William J. REeche, Quality Assurance
Marnager. '

Sage continues to manufacture oral generic charmaceutical rroducts
in solid or-liquid dcsage forms; topical products in either spray,
lotion, or gel dosage forms; and topical wound dressings which are
medical devices. Sage manufacturers four drxug profile classes as
fcllows: liguids (LIQ); tablects, prompt release (TCM) ; tablets,
ex=anded release (TTR); and non-sterile ointments (CIN). The fixrm
markets its products through generic distributors, major retail
pharmacy chains, drug wholesalers, and hospitals. The firm has not
applied for and dces not hold any approved NDAs or ANDAS.

The firm's corperate officers axe Mr. Tony (NMI} Yeh - Chairman of
Beard and Mr. Jiva Ren Chen, Ph.D. - President. The Chairman., Mr.
Tony Yeh, maintains an cffice and receives mail at Yung Yeou
Trading Co. Ltd.; 6F., No.5, 6 Alley Sec.2; Chien Xuo N. Rd.;
Taipei-10409, Taiwan, ROC. '

= Z3S5 L3 TS SdE/E=232-504 3597 Basl-LE-
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Sage Pharmaceuticals, VInc.,l $408 Incarstate Dr., Shreveport, 2
LA 71109 (CFN 2315121) 7/17,23.28/97 CEB
B

s4e firm’s managing officials include Dr. Jiva Ren Chen, Ph.D.-
Presicenc: William J. Roche - Manager of Quality Assuzance; and
Jaseon J. Jagreaux, Assistant General Marager. Mr. Roche reports to
Dr. Chen who answers directly to Mr. Tony (¥MI) Yeh, Chairman of

the Beard. Mr. Jagneaux reports to Mr. Roche. Dr. Chen, Mr. Roche
and Mr. Jagneaux maintaln offices and receive mail at this firm’'s
address.

Dr-. Chen is the most responsible pe-son at this facility and is in
contzel of all activities. He is also responsible for iniciating
a commirces to formulate new products for research and development,
and ne is the perscn customeIs contacc for new products. Dr. Chin
is respensible fox the firm’s financial transactions and approves
all rmew Master Formula Records.

ENOGEN and MENOGEN Z.S. PRODUCTS:

Suring the inspecticn, Dr. Chin informed me of the following:

age is a contract marufaccurer of Mencgen and Menogen H.S.
prescription products for Napean E=nterprises, Inc. in Colorado.
=n:is econtract developed after three or four meetings and several
phone calls with Raj Matkari who cwns Napean Encerprises, Inc.
~vese meetings took Fplace at this facility located at 5408
Imte-scate Dr. in Shrevepcrz, LA and ineluded Dr. Chin, William J.
Rocha, Raj Mackari, and one member of nis staff., Sage performed
tna research and develcpment for the Menogen and Mencgen H.S.
products. Naither Raj Mackari with Napean Encterprises, Inc. nor

(s

Sreckanridge Pharmaceutical, Inc. gave Sage the formulas for these

Two products.

R+. Chin alse stated he éid not know for sure if there was an NDA
o ANDA LOir et pemimme. mowe—a=. ha mronvey=d rhat Raj Matkari had
admi=ted to him that there was nc NDA or ANDA for tnics preduct
since it was "grandfathered in" and, therefcre, éid not need an
XOA. Dr. Chin s3id that ks chacked the Approved Drug Products 17th
Zdicien, 1597 and researched the pre 1962 Physician Desk References
and d&ic not f£imd it listed. EHe also zeviewed the TDA Compliance
Policy Guides, and thought that Sage was covered by the ¥Pclicy
Guideline Exampticz %4 listed om page 136 of the August 1596
£di=ien. Fe related that he bad not checked with the Center for
Drug GEvalustion azd Research (CDER) since he believed ¥Napean
Enterprises, Inc. weuld be responsible for securing the NDA oxr ANDA
i€ one wagz nesdad.

Dr. Crin remarked that Menogen and Menogen H.S. are the only
products Sage . .manufactures for Napean Enterprises, Per Raj
Matikari‘s request, Sage uses either a Sage or Breckenridge label on
the Menogen and the Menogen E.S. products for a total of four
different Me:Ogen product labels. One label, which the firm called
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Sage Pharmaceuticals, Inc., 5408 Interstate Dr., Shreveport, 3
LA 71108 (CFN 2319121%) 7/17.23,28/97 CEB

the Breckenridge label, states the product is Distributed by
rackenridge Pharmaceutical, Inc., Bcez Raton, FL. This label also
identifies Sage Phrarmaceuticals, Inc., Shreveport, LA, as the
manufacturer. The other label, called the Sage label, does not
have the Distributed by Breckenridge statement.

1.25 mg of Esterified EZstrogens and 2.5 mg Methyltestostercone

Shown in Exhibit 1 for the Breckanridge label and in Exhibie 2 for
the Sage label. The Menogen H.S. (half-sctrength) label stating
that the product contains 0.625 mg Esterified Estrogens and 1.25 mg
Mezhyltestcsterone, is shown in Sxkibit 3 for the Breckenridge
lanal and Exhibit 4 for the Sage lakel. Each 100 tablet bottle is
cackaged in a white cardbcard box that contains cne physician
s. The physician insert

The Menogen (full-strength) label stating that the product contains
is

inserc and chree idenzical patient Insertc
is gshown in Exhibit §; cthe patienc imsert is shown in Exhibit 6.

R
cf Menmogen products; instead, Napean
Enzerprisac paid Sage dirsctly for all Menogen products produced
and shipped by Sage. Napean Enterprises also ordered and provided
the raw Lingredients such as Estarified Estrocgens which was
manufactured in Holland.

rding to Dr. Chin, no products were shipped to Sreckenridge for
distribution by Breckanridge Pharmaceuticals, Inc. of Boca Raton,
ida. and that there was ne connection between Breckenridge and

Sage. Sage has not manufactured any other products £or Napean
Excterprises and has not placed any Distcribuzed by Breckanridge
labels con any cother products besides Menogesn.

The above stazements by Dr. Chin regarding Sage’s involvement with
Mencgen were placed in the attached affidavit. However, Mr. Roche
duriag the closeout discussion, stated that the firm’'s lawyers had
advisad that no member of the firm read or sigm an affidavit. Both
Mr. Zoche and Mr. Jagneaux declined to read or sign affidavits
prepared for them, and Mr. Roche éec¢lined on Dr. Chin’s behalsf
since Dr. Chin was not present at the final discussion with
management.

Curing this inspection, Dr. Chin infcrmed me that the firm is not
cdrrently manufacturing Menogen and Manogen H.S. products. Part of
the last manufactured lot of Menogen H.5., $70S9, was shipped to
Pegasus Laboratories in Pensacola, FL. The batch records for this
lot of product are attached as Bxhibits 7.1-.23. The Analytical
Methodology for assaying Menogen is shown in Exhibits 8.1-.12.
~his lot was sampied as C/R DOC 97-653-214 which may be referenced
for additional batch records.
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Sage PFharmacsuticals, Inc., S408 InzZerstate Dr., Shrevepcret, 4
1A 711053 (CEN 2313121) 7/17,23,29/97 CEB

FIRM’S CURRENT PRODUCTS:

The firm’s tableted products include:

Mensgen, Mencgez H.S. - Esterified Estrogens, Methyltestostercne
Palgic D - Carbinoxamine Maleate 8 mg, Pseudcephedrine Hcl 120 mg
CeldlLeoe LA, Despec S.R., SA-VENT S.R.), - Phenylpropanclamine Hcl
75 wmg, Guaifenesin 600 mg

Flexz=a DS, - Acetaminopnen $00 mg, Phenylecolcxamine S0 mg

The firm‘s ligquid products include:

PacMige § - Pseudcephedrine HEcl 45 mg, Guaifenesin 200 mg.

Palgic DS, - Carbincxamine Maleate 2 mg, Pseudoephedrine Hcl 30 mg
CeldLoc, Depec SP/AF, SA-TUSS Liguid, - Guaiferesin 100 mg,
Thanylpropanclamine Hcl 20 mg, Phenylephrine Hcl S mg.

2édizional products include:

Redutemp 500-, Acetaminophen 500 mg - suspension product
Capeain - Capsaicin €.025% - topical analgesic

Capsiz Extra Potancy - Capsaicin 0.075% - topical analgesic
Vimamin A & D Oiztment - topical £irst aid antiseptic cintmenc
Mcigszurs Care - topical first aid an

.
b

septic cintment

s
Septicaza - Benzethonium Cl, 0.2% - germicidal wound cleaner

Clinseptic Gel - Benzalkenium Cl, ¢.13% - germicidal wound c¢lsaner
Climswournd, Saline, Surfactants -« wound irrigate
Dezmalath/Dermaclin - bathing solution

Dezmaclian § - bathing solutions

PeriPcam - kathing sclutions

Skiz Seal - Skin Sealancs :

FanoPlex - Madical Device Wound Drassing

1

-
<
.

x

(RS RRS |

During che current inspection, the following was cecllected and
suzmicted to NOL-UC for regulatory consideration since Menogen was
reing manufacctured without a NDA or ANDA. The physical samples has
bean sent to San Juan District Lakerazory for potency analysis:

a. 6/100 tablec bottles Menogen, lot #57054, - C/R 97-653-212

b. €/100 tabler bottles Menogen E.S., lot #S7057 - C/R §7-653-213
c. DOC sample, DOC $7-653-214, Mencgen E.S. lot #870S9. Parn of
Lot S7059 was shipped to Pegasus Labcratories in Pensacola, FL.

A~ the conclusicn of the inspecticn, Dr.. Chin was not available;
however, Mr. Roche and Mr. Jagneaux were present. I had prepared

2Affidavits for Dr. Chin, Mr. Roche, and Mr. Jagneaux. During this

closeour meeting, Mr. Roche stated that on advice of the firm’s
aztorney, affidavits could nct be read or signed by any member of
the firm. During this closeout interview, I also stated that since
Sage was manufacturing Menogen without a NDA or ANDA, this

situation would be reviewed further through New Orleans Compliance
and CDER in Washington. No FDA-483 was issued.
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Sage Pharmaceuticals, Inc., 5408 Interstate Dr., Shreveport, s
LA 71109 {CPN 2319121) 7/17,23,2%/5%7 CEB

ATTACEMENTS :

Assignment # 281 -

FDA-482, Notica of Imspection

Affidavit for Dr. Jivmn-Ren Chin .

(Affidavit for Mr. Roche is actached to lead C/R 97-653-212 and
Affidavit for Mr. Jagneaux is attached to DOC $7-653-214)

EXEIBITS:

1.1 Mencgen Label, Breckenridge

2.1 Menogen Label, Sage

3.2 Menogen H.S. Label, Breckenridge

4.1 Mencgen H.S. Label, Sage

5.1 Physician insert

€.1 patient insert

7.1-.23 Menogen E.S., §7059, batch records
8.1-.12 Analytical Methology for assaying Menogen

Cwél-fu f_.gw

Carolym B. Earmey
Investigator SEV-RP
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DEPASTMENT OF HEAL..7 AND HUMAN SERVICES

PUBLIC HEALTN SERVICE
EOOC AND ORUG ADMINISTRATION

OIS CT ADORESS & PRONE NG,
4298 glysian Flelds Ave.
Nev Orleans, 1A 70122
(504) 5395344

2. NAME ANDS TITLE OF INQIVIQUAL 3. DATE
— 7g ’
Thvn - Urw " Jh D (?AnuM 1137
4. FIRM NAME ’ e -
o Beermricsts, I H o
S NUMSER ANC STREET = —~
B Ieersete IX, °l 5.m,
‘f" STy A.‘NO STATE & 2I1P COOK B 8. MCONE ¢k AREA CTOE
Fravwexre, 1A N1 - Ji2- €5 15

Nadex ¢f irspection & hersby grven purmusnt w Section 704{2)( 1) of the Federal Food, Drug, and Caamete Act {21
US.C. 274{)]! and/or Part F or G, Titke 111 of the Public Health Sarvies Act {42 US.C. 282-284] 2

9. SIGNATLURE [Food #nd Crug Adminigtrsvon Empiayeeid)

10. TYPE QN PRINT NAME AND TITLE (FOA Emgioyeeisl}

Cxulm E. Barrey, CD

Acpiicadis partiors of Saction 704 wxd gther Sectors of Yw Federd
Food, Drug ind Commeiic Act (21 USLE. 374] acs quoted below:

15ec. 704, la}{1) Fae purpomes of enforcamens ot Dy ChaTtar, offcars
or ertoloywes duly Sesigrated v e Sectvtacy, UPOon DIlemting IDOOo~
Aste crecantizis A § wTITIEn NCTICE 18 e JTwrer, CORIaIor, Or agent
in charsw. 12 authorizeg (Al 10 entee, Tt resOormliy times, any fsctary,
varahOsie, Of GBSiEAMENT in whicn food, drugs, devides, or SOuMoT-
I sr1 marulacmired, proomsed, pecked, ar hekd, lor introduction into
WTLECYLIte SOmmierar OF siTer WCh IN7OouCtion, OF TO enter ny webicle
i g W3 IO rRAtOCH O hold weh food, drsg, Sevices, Of caameuds in
28 =mmercs; 3nd [B) 10 inzomst, 11 reesonalie times and wiitin
remscAstie [Imit 1nd in 1 recoredle manner, such Piciocy, warshouse,
waLiuhment, o venicls 1 il porticent squiomant, finished 10d
wfinm e martarigly, coa@ioert, and lebmiing terein,  [n the coe
of ety faciory, warGoume, sebinhurmet, o cormuiting (aborstory in
wiich gruacTigtion drugr or rettictsd dwecs e MdayfacTyced, pro-
Cocaxd, Sacked, or hald, the irmpection shall exarmd o al thing therein
fineluding mcords, fim, paowm, proomas, conuDls, and facilitar)
Dearicg AN whether Jrecretion GRxE o rezricted Jevicw which sre
o terried Gr MaSeoed withia S merning ot Qs Chagter, of which
z AT be Mmanstrcmured, inToducs| nte Nt COMMercs, or
o, or cffered for mie Ty mmon ot wry providon of Wy Chugter, hawe
Dasny Of Ar3 Deing MarutacTired, procscosd, peccwd, TIMpoied, of
Pt in trry wen plaee, or atherw e Searing an violation of tha Chagter.
Ne Usoection sutiorizad Dy UM precading sertencs Of By Jarsgrwod
(2) snall axtend to finencial data, mie dea oher San shipmeat dea
pring dam, paczorsw dra (Oher Qun 4 & 0 Jurifickgoar o
raicn! arc profesiane! pwoacel pertormeeng functions subject 10
DN AT/, sl remesrch dam [oTr Dhan J3ti BMting 1D pew Jrugs,
Digte drugt 1nd Savies and, siOmCT (0 MOENY 4nd inpection
arxcher Ltons wwtully iswed purnant to mcion 508 or (kL
T 7{d) or (g}, smction 519, or 82(04g), and deq rmlagag to
O Jrugh Ov Cavices ench i Dhe xm of 3 ;e drug wouk! De sul~
Jac? [0 Arparting o intoecton unowr el g TaNT fEued purnent
To mtion SCS{X) of The tUs. A Oartis nooRa 3l be given (or sach
oot imoection, Dut & noticn ghall rct de reguiced for esch eitry made
durirg T period coversd by the imomCTon. Exch such inspection
guli Be commencesd 1ad completad with rmesorsble promgtrec.

Sec. TO4{el Every peraon coquired under G0N §19 or 520(gl to rmain-
A recorcsS R avery DIOGn who & in CMrge or cuilody af wen
ramey, thail, Upon reduert of en officer or anGioyee daignatsd Dy ths
Secrvacy, perma wsah officer o wnoioyee x all Bonadle times 10
D scoes to and 16 CODY and werity, uach racoetk.

Sacmion S12 {(11(1) (n the ose of sy new wnimal drug for whch an
soorovel of 80 3o0ication filed puriuant to sutssctian (Bl & in effecy,
M soDicant 1hall extabiah end MEioWia cuch recoT, End Teie sueh
OO 10 he Socrvticy, of A2 rHatng 1o axOeriencs and other o
or inlarmation, recmtived or otherwiss oDGined Dy wach apolcant with
rCRCt o guch Grug, O with retomct 1o snume feeds Deadng or o~
FiAIAG TUCH QNG & T Secredry Mwy Dy gerwaal regulation, o By
Oree with FEsoedt (O Fucn a00i cation, on the basa at 2 finding
BT tuen MCOTS tnd reoorT St recsTry in Order 0 ecwbie T
Secreary to Getermine, of faciliGty 8 SCTETMIAMLION, wietNer (hry &
or may round for imwaking rubsection (e) or mbtection imll4] of
i SACULON. Such roguistiga Or orter shall provide, where the Secrevacy
Seertd 1T 10 De aoorOpniate, for the STMMINAGON, uPON request, Dy the
(6 whorn cuch reculation or order X sOOlcabie, of similar in-
garm-tion ACtived Or atfverwia oD Mined Oy the Secreary. -

. {2) perion requirsd vader this oubxactlion to R NTRICT
oo, and ewery Peaon in Chage or OSlady tecrol, shail, yoon
raguast of an otficsr or enployes omigrecd by e Secreary, peroTut
nah Sticw 9 emcioves 3t ail ¢ tyrs o have soCcEt 10 ind
CHy erd yerlly tLCh TR oCX,

2Ao0icetie secTiom of Para F mnd G of Tt 111 Public Hewl™ Servies
Ace (42 US.C. 2£2.264] are quatsd beicw:

:“F. s ‘Uamiﬂq - Blologicsl Produc= aed Cinical Lacorteria

Sex=. 351{al ““Any oficer, wpent, or imgoicyee af the Seoartment of
Homith & Human Secvicm, authorized Dy ey Secretzcy for the purnosa,
ey during ail restomanis hourt misr ind iDest Y EUdiishrmant
for =m Oroosgation oOf rmanufactute Ind JrearTlion of sny wvicss,
wxurh, toXin, antitoxin, veccine, dlood, bieod compoaent Or dariw
wive, silergenic Droduct or other product tformaid for sale, bartsr, oc
ex=hamge ia the District of Columiia. ar 1o bs wnt, arried, or drougnt
from amy ShIte Of pomstion intS ANy Ot SLIte O OCRIMALION Oc iNTa
vy forsign country, o fFom say farvign sountry into oy Smate oe
possemion,

Pars F = **=***Control of Radisticn,

Sec, J50 Al{s) “if ne Seeretary fingy for good sause that the methocs,
R, or progrItm related 10 slecironic Droduct mxdlation mfety fa 1
riciar factory, wyrthouss, or otsBlizAment ia whieh secironic
products sre manufaciured or heid, may S0 e sieQuate or rwable,
officers ar ermoloyees duly designated By e Secrmiary, upen Sresemting
DOrooridte credentials snd 3 wrirln ACtice 19 e Owree, ODerItTe, OF
st it charge, are (nerwafter suthorizad |1) (0 enter, AT rsescnaZie
Trrwes Sy 37¥a in Weh faciory, sarrhouse, O sadlahment in which
o rmaufacturer’s tess (or tmTng progrymsl required by restion S8
(h) gre acried out, and (2} 0 in1oect, 3t rcralie Timey NG within
remoratle limit and ia ¢ reasanadie manner, the facillties sad proce
Crires wethin tuch srow wich are raiated 10 secironic product radation
mivey. Sach guch imosction shell Se commenced ang completrd with
reszorsdle promptness. in addition 16 Other Jrounds upen wich oo
caumy may De founs for purposes of thir suznsction, pood cluse will De
coridared 1o exbst i Ty SXse whare the miaufaciurer Ny inlroduced
At cOMUTerce any clectronic Broguct whch dom not comply wild an
ol Cadie fTandard pracrided under N wWdoErt $0d with repect o
whach ng exemglion frem the agtificatica reguiremenD ha Dwen
Fanxs by T Searvtacy under section 355{ai(2) or 353H{e).”

(5} “Eveary manufsciurer of dectronic orocuce stall eabinh ardg
mRin@in mch recordy fincicding aeting rvcorct), maka tuch cense,
and provids sach information, m s Secrvry May rasoceBly reqaine
© eradig him 19 Orarming whether wch manyfaTuree kot sisd or s
=Ueg in comeliance with N 1edoert Ind sandards Drecr{bed ot
& O This LOTArT ind 1ARll, YDON request af 1n Gtfcet or eamioyer duly
dasigruisd by e Secreqary, permit such ¢fficar o smoloyen 13 inLOnaT
Oropnsta DooKE, pepery, recots, 106d JosiMen Elevent W detee
mining whether such Meaufactucee hes scted 9r a ecting in compilancs
it STRACar R prescribed gurtuant 1o sectien 15817

tseses

{f} ""The Secrvtary rmay by regnvistion (1) raquire desfmr and
Extrioutars of slecironic producy, 1o which there are 3pplicatie san
Oucrds Prcribed ynder thia sutoent and the reail pricam of which o NSt
o thes £SO, 10 furniah menufacTarea of tueh produc such infor-
mwtion 55 MY D necatry 1 daatify iad locats, for purpcoees of
mcsion 359, the it purchmaen of ruch Froducs (or purpases otfer
e ressie, snd (2} require manulacTyrr © prosseve wch informetson.
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Tox 1.0, No. 367021730 (600) 621-1509 " onasrvny CHICAGO, IL 60673-0372
]
Soid 1/ : S Ipped Yo » ' ' b,
‘ - NNPEAN ENTERPRISES SHPPedTo " SROR PHARMACEUTICALS \ ™
« P.0. BOK 1530 « RECEIVING CENTER <
. o | . 5408 INTERSTATE AVE >
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Usn i USRA
ATTN: ACCOUNTS PAYABLE ATTH: RECRIVING CENTER
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36893 31 MARAAL 31A97_ - A - MET 30 0AYS____
Cateier Customer Peterence No. Ow Ovdhryr No,
FEDHBAL EXPRESS 58033 10761
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Departz=ent of Healih & Human Services Public Health Service

MEMORANDUM

Date: . August 12, 1897
Preno: Joan $. Nerton, CsSO Firms: Pegasus Laboratcries

880% EZly Rcad
Pensacela, TL 22514

Surjeect: 2Attempted Sample Collection CFN: 1038356
of HMancgen H.S.
Breckenridge, Inc.
To: Xeitnh s§. Ehrlich, SI 1515 N. Fedarzl Bwy.
Boca Raton, FL 33432

Napean, Inc. a.Xk.a.
Pharmaceuticzl Consultants
120 Bunyan aAve., Ste. D
Berthoud, CO 80513

-

In 2 28/7/37 telecommunication, CO Jim=yvy Walthal, FLA-DO Cempliance Branck,
requastad a visit to Pegasus Laporatories for the purpese cf collecting
physical sanmples of Menogen 2.5. which is wanufacturad by Sage

Pharmaceuticals, 5408 Interstate Ave., Shrevepor<, LA 7110¢. Tnis drug was
repcrtadly shipped in interstate commerce without an approved ANDA.
Photocopies of labeling, package imserts, and shipping documents were
provided via Facsimile. (Attachment 1).

- W ot S Sy o S P > P WD T A S st il W S B 0D W L e s et . - W U W S A e

To: J. Walthal, FLA-DO Compliance Branch

The above investigator’s memo reperts imformation obtained during a visit to

Pegasus taboratories. No samples were available for collection. Based on
tfachment 5, which cculd be a hand written note vy Mr. Raj Matkari of

Napean, Inc., we believe that Matkari maybe in viclation ef his debarment.

) v . <E;Egdué7¢§f <5;?? ¢L¢r<L___
Paul L. Figarcle
Acting Supervisory Investigator

DIST: ©O: FLA-DO/CB w/alt
cc: TLH-RP w/att
* cc: BCR-RP

0038
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page 2 = Pegasus

on 8/7/27, I visitaed the firm and met witn Mr. Jack D. antis, President and
owner of Pegasus Laboratcries. Credentials were shown to hinm. I explained
the purpcese c¢f oy v1s"‘ was to collect samples of Menogen. Mzr. Antis stated
that Sage Pharmaceuticals (Sage) had drop shipped Mencgen #.S. to Pegasus,
but hi “£ir= had already shipped all the drugs to variocus cu ~side businesses.
Ee said that <he drugs were received as finished product and Pegasus d:Ld not
"epavx, or relabel any <f the pxo cduct. s\.‘.ce ne t,u:xiuc." and/or labeling was
available for sa*..pls.ng, this :Luvas-lga iecn focused on cbtaining distrilution
records and individual respensibility

¥r. antis preovided gpheotoscepies cof th following reccrds to document <the
recsipt of Masncgen freom Sage (At*acb.n nt 2):

Sage T cacki ag sli dated 7/3/97, wizh a handwritten notaticn showing the
drugs were raceived on 7/8/%7.

2 review of %the packing slip 2
same as that p::v ‘ded with this
computaer generatad inventory/ 1

' d a
ent dist ution record which shews the date a=nd
~qu=n"*:; of unlts (100 tablet potT 3
<h any

1is firm shipped tc ocutside business,
along with the nane oI =y znd statea (’-xttach:ent 3) A review
cf The computar lnven-\.-v' record foun t 2t Pegasus had shigped Menogen E.S.
“to thirty th ee 33) companies. Mr. Antis stated that all d*'ugs were shipped

via Tnited E—‘ l Service between 7/1 0/°7 and 7/22/9S5. Upon reguest, he
recvided TUPS Sbippl‘.- Records ccvering the shipment c¢f drugs to the 33
business (Attachment 4) -

I askad to raview invoices cevering tihe purchase cof the drugs. ir. Antis
stated that~ ne did net purchase the drugs from Sage. EHe gaid the drugs were
drop shipped <o Pegasws upcen an cral agresement wvith <the ovners =54

Breckenkldge Tac. and Pnarmaceuticals Censultants (a2.X.2. Na;ean, Inec). =Ee
Teporzed that_ Pegasus only drop shipped the drugs to various other firms.
Mr. 2ntis claimed no knowledgs as tTo why Breckenr idge and -..a"ma.ceutxcals
Censultants did nos_ hanéle the distribuzicen themselves; however, he reported
that he has had evious dealings with the owners of bod'x firms. Ee provided
the "ollowzﬁg M1*’4::1:'mat cn on these two firms:

Mr. Larry Runsdort is the owner of B*’eckenrldge, Irnc. The firm coperates

as a dl.s ributer ¢f drug produc Mr. Runsderf alsc acts as a sales

representative for Pharmaceuticals Consultants.

Pharmaceutical Censultants is owned by Mr. Raj Matkari, whoe alsc does
. business as Napean Inc. Mr. Antis thought that the firms owned by Xx.

Matkxari cperate as a drug brcker and/or distributor. He personally knews

™. Matkari for they both worked for the sanme drug manufacturer Air

Cie o

Catyroit, MI.

Accerding ©o Mr. Antis, ne first received a telephone czall frco Mr. rRunsderi




Page 3 - Pegasus

informing him that Sage was drop shircping Mencgen H.S. to Pegasus. This
initial telepheone conversation was later followed by a telephcne call from
M=, Mawkari requesting that Pegasus fill Menogen H.S. ordexs for him. <The
jeb would only involve addressing the cartons and drop shipping product.
Zccording te Mr. Antis, the finished drugs vere received from Sage bearing
twe Qifferent labels, but all were Menogen X.S. The shipnent consisted of
3,072/100 tablet bottles of the drug labeled as being distributed by
Breckenridge, and 384 bettles labeled as being distributed by Sage (see
Attachroent 2) . :

Mr. Antis stated that he would receive written orders to ship product froz=
Mr. Matkari via FAX (AtTachment 5). Mr. Matkari would then FAX coples of
pre~printed Packing Slips which identified the business and mailing address.
The packing slips were Rthen photocepied by Pegasus and inserted intoc tXe
shipping boxes. Mr. Antis provided photocopies of the packing slips that he
identified as being supplied by Mxr. Matkari (Attachment §). He saicd that he
did not Xnow why these records are identified as Sage "Packing Slips", but
lis«s Napean as issuing the inveices. ‘ -

2n affidavi
investigati
read the aZff
further £ol11

+ was prepared attesting to the documents collected during this
en and information supplied by the owner of Pegasus. Mr. Antis
idavit, agraad with the statezents and signed this document. No
sw-up at the firm is planned at this time.

Goer A T2

Joan S. Nerton, CSQ
Tampa-RP

Attached: Form TPRPA 4632
ttachments

1. Background-Information

2. Packing Slip & B/L

3. Inventory/Distribution Print-out
4. UPS Shipping Records

5. Phctocopies of FAX Communications
6. 33 Sage Packing Slips
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/ AFFIDAVIT £N e

STaTZ 0¢F e .‘GOUNY’.‘ QF
Befors me, :»M / ZJ , an employe= of the Dagartmert of Health and Human Services,

Food and Dru%dmm.s:rmon designited by the Secrenary, under autherity of the Act of January 31, 1825, 43 Statwtes at Largy
303; Recrganization Plan No. 1V, Secs. 1215, effective June 30, 1940 Rearganization Plan No. 1 of 1953, Sexx. 1.9, effective
April 11, 1953; and PiL. 96-88, Sec. 509, 83 Statutes at Larga ges 420 U.s. c/zsca affective May 4, 1580; 1o administer or make
saths, affirmations, and afficavits, personally appeared (D b L in the county and
State aforesid, who, Being duly swam, deposes and says:

S am Gack f daZi | Prusidew o onmcit) o Logoin Tetniisil.,)
imn, §807 Ad. ,gw‘;w AL FRE/Y Mw $ aer/
MM/ dge M%ﬂiwﬁ.@/ a,;/fj//a A»w/f
ehy oo F iy M‘/z@ W Z M”"‘é’/“’”""
Er §/7/47 Z'/ W4ﬂ M’Fﬂ M/M—JM
Lze J/?:/% VOW . /%&)WM /4—@4‘/ 65%4/ L«Jﬂ"//
”/ e _y/a'w (L&c./,/“‘
WW MM /W 4y peeiie Fia

P /.a/r.,z/ /1897 & /%J/W/.A/,&/M A - jw./ /W«Zf‘/
Mﬁwdﬁ)ﬂ_,é_&wgf‘/,yﬁa . ,_91/5 A /’.Aclz,z.‘ej-/éa_/a;. %3&0
Po i /U.—-—(.é—io FL B3I _sca /Zé//r,é;w,z.. AL M/(/ &~
zw_/é-j/:,@é?@ Af&ﬁa;ﬁxx 7S Wﬂ/mw &W !
Tt b e v WV?/ ﬁayuw MM /ﬂ/wz

dd_a., //MMM ﬂx/&vw‘}m

M&W@f 120 W?‘M Loury SZ. D, ,gwwda €573

A.—:tAH" SGGNAy ANQ, IT 3 /
4 t‘/- - " ﬂ(S/‘) /;{/Z .

‘ !?1--3 NAME AND ADBRESS (JAdlads ZIP Code)

J/E‘GA <L LhBDroToR e, Tos  G07 S2 En %/)’//ddé/, o ZXTX
Sutbseribed and sworn to before me 3t ﬂW&’:/ //M

(City and Stace)

this = ‘:?»_ dzyof.%m._f_. 193_2_‘2 /) ~ 0041

(Emaplayee’s Symarwe)

Employee of the Deparument of Halth 1nd Human servicss desgmated undcz Act of January 31, 1925, Reamniadosn Pl v d&:ﬂw

Tune 30, 1940 Rzormmmman Pua No, | of 1943, fewdve andll’tl, 19531 asd P.L 96-88 cffacchre Mav 4 1980,

FORM £Da 483, 14,20 PREVICUS SSiTIONS ARE ORSQLETE sace f o= () 2aEi
=T — -~ o e . LIOR-% avo 1988-0-201-839/78073
212 29%3 &Z3 1ag S d430D/60 2 rE:al  6661-C0-<3S




£ SAMP LS NOC.

Fan AFFIDAVIT

STaTE CF o —— FET RS
/;/av"’((/éd-’ &/’/MM
Bafore me, O ,/ /7,;/& /—‘ , an employee of tha Decartment of Health and Human Secvicss,

Food ang Orug Aﬂnxm-‘raucn des:gnned by the Secreqry, under authoricy af the Act of January 31, 1528, 43 Swatutes at Large
803: Recrganization ®lan No. IV, Sacs, 12-15, effective June 39, 1940; Resrganization Plaa Na. 1 of 1853, Sex, 1-9, sffective
April 11, 1953; and P.L. §5-83, Sec. 508, 93 Stazutes at Large 965 (20 U S.C. 3508), effactive Mav 4, 1380 1o administer or ke
paths, affirmations, and 3ficavits, personally appeared -5 L B / ﬂm N ln the county anag

State aforwsaid, who, b-mg duly sworn, deposes and says:

E/p@ 4/,4//}'#}/;/77@! MWM’/O 77// //”ufwf,w 75
At T2

Gr 77/8/97, //?/azé/u/  Sercsimedd 3, 073 100 Bbe frZT o)

/Z/ 774//4}44«/ #S (4,//44;“. Aotk 2l K//’ééué,&;cﬁu. ZJ’/‘J"_
,_/g 3 Jreo Tt foTotew pild Snge /i/MW .

,‘%M LA sscri /Lo Sa,;,g,. /Z//M.a.aa,f ,ﬂu/%'m,
e/ //3/97, /&.b hesois ol le /’MM/M/
,-A/./ 7"-/ 55/ 036 W 7/% /%7 7/&@ M/Z@ 4/‘_4/«4/
e Sage flunmacteZicel , 5Y0F WJ Lse
M&f@g{ LA T/ OG sews Zt- /’ch/«,g//-,/ 77/:.:, /724/74?540 /yf
: J/M/%W&g%’/ﬂww m./a«;jf,ww
e cleer? ,Az/ayz/;w«,d prelesa M s . Tz
Lz M Zie =2 //M/M 4///:,4/%“‘/ =

Joads FRY 0o/ z, Mot ik arrgpelecs of ?/& %4

MW.@ 7//0, /// x- 3//97 A@, fran
helina pofene Ww)é/w/«ya T i Ao Ten7

AFFLANT'S S1 TURE NQ‘\“
f‘, / <= _,4,- P /&a(/étt/f

FIRM'S WMAME AND AODRESS (Include ZIP Codes

-
-

WM/JLJ./‘;- L il M

Subscribed and sworn o before me at y ec:ry el
this 7= day of ﬂ///i//,clf ) 0042

—
tEmpioyee’s Sigrature)

snd Human services desigmared under Act of Jamuary 31, 1925, Reormalzadon Pan [V cfectdve
1 of 1953, effecdve April,11. 1953:2nd P.L. 96-83 effeetve Mav 4. 1980,

PREVIOUS EDITIONS ARE QFSOLETE

Employes of the Deputnent of Helth
June 30. 1940: Reormzization Flaz No.
SACE oF &

FORM FDA 4834 14/33) { —
. ' ’\LS.GB’J:‘OQWIUP Q73073
T FQos 4= T~ o o : -
T SS LI T3 SdH/Y3aD 80 53:9T  BEET-CB-d3S
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£y TISAMPLE NC.

7~ AFFIDAVIT

STATE OF w55 i ittt . | GOUMNTY B
/ 'JZM//Z@ — XA PPT s e
Bafors me, 4 AL Aot / Z/ ﬂé—“ , an employee af the Department of Health and Muman Servicss,

Food and Drug Ad%imau‘cn, designated Dy the Sacremary, under authority of the Act of January 31, 1925, 43 Statuwtes 1t Larpe
803: Reorganization Plan No. IV, Secw. 12-15, effactive June 30, 1840: Raorganization Plan No. 1 of 1983, Sex, 1.3, effective
April 11, 1853: and P.L. 9588, Sec. 509, 93 Statutes at Large 9€5 (20 US.C 3808), stfective May 4, 1580; w administer or ks
gaths, affirmations, and 3Hidavis, personally appeared ,ﬂd_l__!s:' j{! ) i L 2 In the county and

Seates aforesaid, wha, being duly sworn, daposes 3nd says: / » ‘
Az FAX:«%M 74/;%%/; e . Ty W« M&é@é/

A lopg Dlew FAX /a/’@y Lo /wzdé,uez}/ A/ngz«/
/oaaéwj wdlp ie Alerelifed 28 o0 £z ge ﬁg/w/{ﬂaej‘«z«é
S bprmmacie Lecals /ca,&é—’wj 2oy Z Z denialgaZa

P B ocon daiid I/2/97 Pswe Poox daZd 7/72/2;
P 20000 /e daBed T/ /77  PSSAToO! delld 7)00/277
Posmna /I dLdG /77 PSToPocan delid 7/7°/%7
PesAaisnoox leled T/ /97 Pepp Roo > o2 7/77/7)
oShrioor delrd 7/n)g7 PSANCO! doZed 7/00)97
©STet ooife doZd T njsy PSB o3 dadd 7/11/77
Pomosoc! LeZd 7/n/97 PSRA3co> deZd T/1/o7

Pesmo R co| Halid 771 /9, Pococoos deZd 7/7/9;
PoDkk oo deld 7/4/77

Coedsco Lald 7/n/57
PaRavoo datid 3/u)27 P Savsoco s Lakd I/
P Seecoify daBd /g7 € SToPoO D cz%:/ 7)16/97
P RA B0 3 deld T/5/r;  ESMmogGoos Feld  7/15/57
e pwDoo | a2 7715757 Poma =3 déz/ Z/’f'/?/“
popewoo 2id 7/7/s7  ©sminoos deld 7/7/77
dolid 7/22/97 PSRASOSH dolid 7 f22/57

spA/0C
g-a,,_g_zzooas Duted 7/22/97 @ pricol dabed 742/
AR

"”‘f"’%‘{yy\[% ) ﬂzevcfié/ﬁ :

EiRM SAAME ANG ADOAESS (Inciusa ZIP Code)

¥

2 £

Subsc-ibed and sworn to before me at
: / (Clty and Stacm)

this 7 & dzyof._@czfgef___..w 4 = P 0043

(Employee s Simature}
doa P [V effectdve

Emoployes of the Department of Hauth 1nd Human serviees dedgruted undea Act of January 31, 1925, Reanpziza
Juna 30. 1940; Reagrmammadon Paa No. 1 of 1953, effectve Aprl 11. 19583;and P.L 9688 effcctive Mxv 4, 1980, e e
PAGE o= :_/ PAGHE

_—— s ama. wmamaane

FORM FDA a83a 1423} PREVIOUS EDITIONS ARE QB8SOLETE
SdH-H4303-5904 3T 666T-£8-235

vl = 2955 L33 1o




£NFRIDAVIT T [pAmeE e
STATECS* - CQUNIT" QF
flane s Eoncrmdea, |
Befors ma. q/,}:'-r!/ﬂ J 7/-#,;% _an employee of the Decartment of Health and Human Servicss,

Food and Oru{Adminir.:ation, designted by the Secewary, under authority of Uy Act of January 31, 1825, 43 Stmtutas at Large
803: Recrganization Plan Ne. IV, Sexs 12-15. effactive June 30. 1840: Rearganiztion Plan No. 1 of 1953, Secz. 1-9, effecive
Aprl 11, 1953; and P.L. 9588, Sec. 508, 93 Statures at Large 89635 (20 U.S.C. 8), effective May 4, 1S20; 12 administer or Wke
| caths, a=Srmations, and affidavits, personally apceared f et A‘Q/f' I in the county and
State aferesaid, who, being duly swom, degosss and says: /

P olw o > Lo L 7/22/97. - A :
froniveg Soge arid Aretdimn G/%Q%M I s ” ij
Ay /r/,g/»;m, tein pieZid Azned dinaceie (UPS) fadiry
Z/c/47 aw 7/22/7. & W’M//M#M éZ/ LS.

e piice Fitsndt) Aha? Lotriipowd Z Db pocieriy
wliza ,  feZl 4}/.40*/:42// pieea e L T codetdd 7Z.
&Liuéfzd/ Lo—2he. A/&/‘M .ﬂ,&.«,‘f Joi LT, Lk g Aieccass) .
e s S RS
()
ot poteclde THessgre S ThfdZe, sertre M%M =
Tee Llusated Jpzs _ -

-

AL gl Z%}//fawé/i Y/ b eptes THS
- Lpt/ 7 sipr /
leaiinems, hrritae Lff  GHT  Liiee flecg/ 52
- e Sudesssprds T lap , BanrleZ T4
HS. Tadlde.

TS EIGNA a — ‘
W Ay N VP

F\l?'x NAME ANG ADORESS (Incluge ZIP Codal
-

prsaprle Llanciio

Subscrined and swormn to befors me at
1Clty ond Stare)

4 .
this =z = day of ﬂd(ﬁxﬂ 19 27 0044
' 4 N~

(Employee's Slerature)

Employes of the Depuronent of Health and Human tecvices designated undex Act of Jammary 31, 1925, Reoarmx=zatos Plxn [V efecthrs
Tune 30. 1940: Reormrzizadon Puan No. | of 1953, effestva Aprl. 11, 1953;und P.L. 96-88 sffectve Mav i, !_?30. _ )
RRLIEEE Pyt aevious EQITIONS ARE OBSOLETE sace b 0F & racs

= P

T oo ios e AR 7.
= Z395s LZ3 TaL Sad E3a0 /804 SHGT  GEETocD-dZ3
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|ARSAGE

February 14, 1997

-

M-, James E. Gamet, District Directer
U.S. Feod and Drug adwinistration
New Orleans Distriot Qffice

4298 Elysian Fields avenue

New Orleans, LA 70122

TCear- Mr. Gamet:

Per 21CFR §314.94 please find enclcsad the field copy of <the
Abb-aviated New Drug Application (ANDA) for e
o e Enclosed also are a copy Of the appiication -
ane a certification by Sage Pharmaceu=icals, Inc. that this is a

true copy of a portion of the full submission.

Dleasa cazll me at (318) 635-4000 if I can provide further
in<crmation er claxify any pazt of the submission.

wWilliam J. Regqnhe
General Manager

ce: J. R. Chen
CDER-CGED

RECEIVED IN NOL-DO
pO’'S OFFICE ON

- | s%é;qﬂ%Z.

‘ 00486

3¢ TAX: 3183351535

LW L .
Pl <1 -

i

P A~
v BT .
T L

&17s 2385 L3 IR Sdu/4¥302/504 $2:31 6661-S0-d3S




31°'d WidL

‘g§ﬁ;;.§iﬁexiéi§§;GALSu

M2y 2, 1937

X=. James £. Gamet

District Dizector
Deraztment of Eealsh and Buman Services - -
Fcod and Drig Administzration
42983 Elysian Fields Avenue

New Orleans,” LA 70122

re: Field cooy
anos QN Acencaent 1

Note «hat I a2 cerzifying by my signature below that this is 2 tzrue
copy of the entire amendmeént sent %his date to CDER-CGD iz
Rockville, D under separate cover.

Please call me at (31i8) §35-4000 is I can provide fyzsher
iaformaticon of clarify any pazc £ #he submission.

Sincerzaly,

william JX. Heche
General Mallager

WIR/mmck
ce: J. R. Chen
J. R. McClellan
. EGED Y .
- o RECEIVED IN NOL-DC
MAY 8B97 (L DO'S QFFICE ON
NOL- DO 1B 5,7/77 _
| 0047
T 5408 interstate dme . Snrevepert, LA T1iTE ¢ Taur 3133251 334 FA¢ 312-A05-153%
27z €38 LZ3 TuE Sau =30 HG S sl GE6T-SD-d3S
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5408 Interstale Drive ¢

Shrevagcn, LA 71158 -

SEP-@7-1S :
SS  28:56 FVD_S\(\'CDER/RPS | 301 627 5562 _p.o3
I 3 b e UL
—~ 7/'@/97 CB/Cy
S G E PaCklng Shp
ﬂ h A DATE | INVOICENO. |
' p HARMACEUT‘CALS 713199 NE136
BILL TO SHIP TO
Napesn Enterprises Pegasus Laboratories, Inc
| PO Box 1530 8809 Ely Road
Berthoud, CO 80513 Pensacola, Florida 31514
P.0. NO. " TERMS DUE DATE | SHIP DATE | SHIP VA Fo8 PROJECT
13097 03197 OVRNT Shreveport
TEM OESCRIPTION QTY UNITS RATE AMOUNT
CS-121-HS MENOGEN HS - Breckeriridge 3,072 Bottles 0.00 0.00
Lot #5709  Expe 599
CS-121-HS MENOGEN HS - Sage 384 | Bactles 0.00 0.00
Loc #S7058  Expx 4199
(Tacal Bottles » 3,456 )
Ocﬂe Ey . _DQ
Cheeked By: LS
y: S 3 !
t
o
|
(1 Skid STC 26 Cartoas ‘
23 Cartons of S7059
3 Cartons of S7058)
*PACKING SLIP* ‘ '
THANK YOU FOR YOUR BUSINESS! Total $0.00
¥ . o}
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P : ‘ : Cﬂm\wfcm Qivinan ! EA.4G348
~ . _ [ . =
PLEASE PHINT OR TYPE

o e cmam e

- —

OVERNITE TRANSPORTATION COMPANY

TAIGHT BILL OF LAOING-ORIGINAL-NOT NEGOTIABLE-DOMESTIC

Pescdsus L AROCATOLEES Sact’ Prae MACTUTTCRLS 7/a/77
£8p9 €LY TRoaD 5908 TNTELTAZE De
PensAacal e w=1n 325\ 4| Sweevesner, L2 Al lole

%NE 3,

o CF PACRMGE. CE oW OF MITGILS QA VIS, MOBKEITONS | varclrontoveac | Gasebre Drer assisted | Unaar Fast
{ SKID STC. 2L [AETANS OF 920 {45 : ':’Eﬁ”"é ‘o of Trailer:
' MENNDGEY HS
.- Fraight charges are to be
<& . - paid by:
LoT 28720577 (el s/71 =23 Caeranc R —
aT ¥ 871psR(ese 5793 Zodenak O CONSIGNEE (COLLECT)
" W—-ﬂwmm‘c-ﬂ- hi
’ @ @ orwrios proviamt W G <X, Sec. | of NS,
CARRER LLASILTY: c.u-n-houw'o:maumo-ia-mma/(!)w‘dwmmdnmica(:)bn.amermu"mw Coll Deli
AmoUm CoLrived Yim a00SeRDMe Umitaq Kutlly provisions of e NMFC: or () fity Sotary {350.00) Der Poung, Der e, uniets & Rgher e & dociased I fectcﬂ e lVEW
wrvieg It v ViR Columa on e bl of leding Mt the Sme of WDmant &Y IPORCIIE AT WY D, .
taamery & TI310” W Ge0andent on viiue, TId sGroed o declared YEiUe Of the Croparty s Merety soecficully wixted Dy )
e 1nioper to 58 noL g par
C.0.0. Amnoum
E [ wrdmluw .
ot N O e B e v o T REMIT C.0.0, CHECKICASH TO: 8 g or Canifiod C::* -
Muw-nm-um ""m::'::’;:‘:‘,“m ' signes Check agiabie
. C.0.0. tos Snipoer O
e ¥ Sonew) 16 Da pad By Consignee O
SHARGES ADVANCED § s A Consron
ECEIVED, Subfect 14 the claseHlcatians snd trinagartaten vecrice conlFctt Tad/or tardife In slfect an \he duts of \he tsue of thin Bill of Lading, re oy st oo, ™ sosren
e der, O My RO (COrdarelt ard o oy of v . Nertan, Gireihed. W Gurirug B4 WRGwR aEded wPEN eut QNeOwy (I ey Dy e e GIPTIC| M prisy) &%y Duenmn o
cmumnmunmm GEharwile 1D dowver U

whmanmmumw-mnnum-m-mm 1 0N B0 Gwm' broad, wuter G, Ngesy et
-ﬁ'wmlﬁ”nmmllmwnl-ﬂmdmandlﬂm’w-awmdﬂmnmm--
AP D ed ARSOr Shad Do migurt ¥ 48 e care P Al PRGHRed try &, mmmum Porost Ovmned. uBnrg e

“Mark with a0 X" 1o desiqnau hazardous maladals as dafinea In Utle 43 of e t:od- of Fadaral thulal‘cg:.
e, - Gunpluact, Fuchayd, NMMﬂhWMGMM Yot qpaatie hiod TrAAMOOA NN

HIPPER: =5 LTI A =X C. caARRER: s
ER: I -2 Cﬁv;ﬂu PER: JS’LAML o Joe s WY

- QVERNITE TRANSPORTATION CO.

R

HR 704 891 036

SHIPPER CORY

TC.109 (REV. 207
BVNMTEQ IN US.A.

Attaciyent # /g
DoC 97-653-214
7/29/97 (B (<

0050
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| oue GATE [ SHPEATE [ SHPYA: [ &F08 - [« PROJECT
2F e T Shrevepore | T -
ﬁ*"’o"i’ ~e ’
33 - DESCRIPTION RATE _AMOQUNT |
OGEN HS - Breckenri 0.00

Q.00
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"“"“‘““‘"@’s’r‘ﬁuﬁb‘d‘ﬁ(—amﬁ’“‘“““”“"‘“’“"‘"“"""“"“;P;““"—“""“ 704 0191 034
CONSIGHEE INBOUKD AR € WEHE puacuaccuTIcALS
PEAASHS LORCRATORLES 33744 OUNT J
! ~FRERGHT BLL NUMBER BAQE THTERTTATE AVE
nRes Y an , 704 A9L 034 SHREYEPORT LA 71109
PEMG O (1 annLA-201 ] TGN ATERTOSCAE | 06t LA ARYC (F16) 6745194
AT 1904Y479-2270 24 MBL | aovcan
ror et B OVERMITE PHOME HUMEER PICK UP DATE oria |e  (E1O
(700)233-74060 0770097 | SHR [ P 7
T COLLECT
THIS AMOUNT v
§.00
§.00
@ OVERNITE TRANSPORTATION COMPANY 704 891 036& l
1 PCS HA ] PFT DEW“ONOFME!MSPECNWM!NGS WEKHT (188} HMFC AATE CHAROES
T AN THG UHTT )
: ol HEHOGER HS . 200 | 00099900
1 PIECES STIHIEND FORS
av : .
¥ < TIL PCS | PRINT NaME TILWT > UL onom ARRIVE DEPAK}' TOTAL CHARGES
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mccesnwn:__&_.._c e / / ,l/\ » DATE DRIVER NAME |
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pS00

e

rvolce PLEASE REMIT TO:

r e, {713) 2385-7500 DYOSYNTH, INC.
AKZ0 NCBEL boomnoe, Fa {113) 2857504 o P.0. BOX 70372 "
e ax 1.0, No. 36-2624730 {800) 621-1509 Y DIOSYNTH CHICRGO.IL 60673-0372 g&
/ ‘ S
S Id T "' < H d T o J
ST \MPEAN ENTERPRISES hipped T *  SAGE PHARMRCEGTICALS \ o
. P.0. BOK 1530 ° RECRIVING CENTER \n
: | * 5408 INTERSTATE AVE |
. BERTHOUD coO 80513 ° SMREVEPORT LA 71109 9
USA USA &
ATTN: ACCOUNTS PAYRABLE ATTN: RECEIVING CENTER 3
trwgucn Nursbret trmoa Date CGuoeest P.O. Nurber 'DGMy Yerury e
34891\ 13.MAR-92 931497 Ea NET-30_DAYS
Cattret Customar Rcferemxe No. Owt vy Na.
FEDRRAL EXPRESS 58033 10781 ™
- =]
2
ESTERIFIED ESTROQENS TYPE CC 10176 2,848.000 GCMA $40.0000 4113,920.00 @
‘ SUBTOTAL $111,920.00
CUNHUEN”M_ INVOICE TOTAL (US DOLLARS) $113,920.00
' ‘ @
=8
‘ L 4
&
m
N
-\)
ul
N
m
18]
3
]
03]

TS YISy SraTrl WITH, | VAMVIRRE Y ) R ILY o ) L822I H Y Al

44
1|19'



2745 NORTH ELSTON AVENUE
CHICAGO, IL 60647-2020

o M md e N mm e o e e e e an s w  a e
TR RMRSILIRLRCSRIZCRRERT=R-

PACKINGLIST

T —

- AKZONOBEL —x
. : J_Qx

ol

lovaice nf.. 051 19 1 tuvaice dale 24‘03-97
) Packi Packing speatication 1 .Gioss Neu '
AR length vadth heght volume vieight weight Produdt
b o cm o dint ke ke
1- 10 §9,0| 59,0 | 61,0 |2123,4 250,000 80,000| ESTERIFIED ESTROGENS USP (12861-0217)-0
TOTAL 2123,4 250,000 80,000 «j)
+HE PRODUCTS ARE PACKED IN 10 CARTON(S)
SAGE PMARMACEUTICALS, RECEIVING CENTER +
5408 INTERSTATE AVENUE 3
SHREVEPORT, LA 71109 ~ U.S.A, %§§
) ’ N
?.0,NO, 031497 KEEP IN DRY-ICE

5958/1-10 ‘VIA CHICAGO!'

MOSYNTI AV - P O BOX 20 5340 HH 0SS

GG00

FA0E NEMIERLANDS | YELEPHONE 041) 6633893 ) CARILS DIOSYNTH 055 ¢ ILULX S1ahu Mt TAX (1) G621

NANRLRS ARN AMRO NUMEGIN RO 4% A0 £2 4961 C RLG S HERYOCINAOSCIE NO ERL16G2 ) ) 3 VAL NO NGBS LSRG

welyiy

Sd¥/H3aD/8d

.5:88 6561-4B-d3S

23sSs .28 18

£8°d
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\ \"
SAGE pHARMACEUTICALS
5408 INTERETATE AVE, SHREVEPCRT, LA 1108
PR (318 €35 1884 FA. 316 ©8 1606
 PACKING SUP NO._____ PSWEPQ02 OATE__07/10/97
PURCHASE ORDER NO.___ 4997 & 70897 SHIP VIA__ UPS

BLLTO @ GUAEE Tank Bew ¥

weTO___

WEPFER GODWIN, INC.

4835 OUTLAND CENTER DRIVE I
SUITE 110 | -
MEMPHIS, TN 38118 -

|
i
§

ORRLIPTION

"MENOGEN H.8. TABLETS 100'S SAGE S 7058

.
—— — i AE i) e b Mt B Be g Guny Sooum s At

- (A VR e M Tyt GO e i W S o
- — OB —— W S B A g . - -

SHIPMENT WILL BE INVOICED BY:
NAPEAN INC. BERTHOUD, CO 82513

PSWEP

A3 roent I

' paca [ of A3
JEPSSCTWEL N Qa) VI

l@‘ l? WS n-10-97

e |
=T 17373 677 03 10008502

3

0057
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SAG&AARMACEUTICALS

I“MA\».AYI. SHRAEVEPOKT, LA 71109

PHL 310 €38 1 FA. 310 €% 1908,
PALKING SLIP NO. PagLo002 DATE_Q7/10/97
. PURCHASE OROER NO.__ 080997 8HIP VIA__ UPS
saPFtTO___ . ’ BiLL TO____7 omen man et %9
BLOODWORTH WHOLESALE
123 LOVE AVENUE ~
TIFTON, GA 31784 —
| GesoRwTIN QUANTITY Laary i are
MENOGEN H.S. TABLETS 108 72 SAGE S 70s8

—— - . G Mo h - s o 0 PR G e W o My A
—— g, P —— S G SRR S GNl W eadh NS AL

— - S v W wn SR A A e W e 4 S W

SHIPNENT WILL BE INVOICED BY:
NAPEAN INC. BEATHOUD, CO 80613

PSBLO

3canad  gYpanls @
| @ 11 .meS N-10~7"7

Sy ey -

12373 677 03 1
' 08511 Attement &

8/12/97 N

0nS88
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SAGE
AGE TiarMmaceUTICALS
. g4 INTERSTATE AVE, RHAEVEPORT, LA TT1GS
P 310 Q8 (884 FA. {216 &3 1908,
PACKING SUP NO._____ PSCOCO02 DATE_07/10/97
PURCHASE ORDER NO.___ ‘041897 $HIP VIA__ UPS
- 3 ) < I BUL TO_ ¢ oum twis o vo
COCHRAN WHOLESALE S
1304 8. BAOAD ST. -
MONROE, GA 30855 -
[~ ) QAT vy Lo e
MENOGEN H.S. TABLETS 100'S 48 SAGE 7058

S 05 M S Y M St oo 0 N S goan @y o~
e el S — s PR 4D G GV GhAW AL S Se
— 0t G . L M8 @R WS Glmm om S W A A

SHIPMENT WILL BE INVOICED 8Y:
NAPEAN INC., BERTHOUD, CO 80513

D.aednd &‘{f,a;ﬁji @
1A\3 wpsS N-10-97

f"‘?’ m?n_o?xooo 8520

. _ astz<rment 6
PR ot 33
a/u/la‘l I

PSCCC

0059
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SAGE’ 1arMACEUTICALS
S408 ISTERSTATE AVE, SMAEZYEPORT. LA 71108
P O1I8 & 1508 FA, (318) €4 !-.
PALCKING SLIP NO. PS8ALDO! DATE 07/10/97
PURCHASE ORDER NO.__-3112 ' SHIP VIA__ UPS

-

SR TO____ ' BRLL TO____» onam mux wme 10
3 A J DISTRIBUTORS C
3022 NORTH MIQLAND DRIVE’
PINE BLUFF, AR 71803
BEDCASTION QUNTY LA, LoTe

SAGE

T 1 :
l | ;
: ! :
’ x :
MENOGEN H.S. TABLETS 100 | 24 | : s 7088
~ l : :
! | :
| | :
t ! ;
| | 1
. | :
: | :
| ( :
| : :
SHIPMENT WILL BE INVOICED BY:
NAPEAN INC. BERTHOUD, CQ 80513
PoSAd
| code. 2Yzach é:)
@ L ups ?-10-97
FEisamen: |
et (4
- Anteoiaant
page #af 39
P e

0060
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ST

SAGE rHarMACEUTICALS
WMAT! AVE, SHACYEPORTY, LA TIVO9
P OUN) 538 1584 FA 316 &8 s,
PACKING SUP NO. PSMAZ DATE__07/10/97
PURCHASE ORDER NO.___ OSOTERIAN 84IP VIA__ UPS
M202673 & M282730
KW TO___ o BRALYO___venm nunse ™
MAJOR PHARMACEUTICAL ‘
5110 W 74TH STREET |
T INDIANAPOLSS, IN «g258
o = OUANTITY VAREL ) ware
| | H
; 1 !
i ! ! .
- | ;
MENOGEN H.S. TABLETS 100°S {08 |  SAGE ¢ 87088
i N }
! ! !
l | !
! ! i
i ; |
| | ;
: [ !
] | !
SHIPMENT WILL BE INVOICED BY:
NAPEAN INC. BERTHOUD, CO 80513
PEMAZ
Yearsl QY M @
I® 25 wys n-l0-97
L Ei_‘i;;;s-ﬁgmooms “’ b
. pacabot3d
8/12/57 SN

......................
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SAGE rHARMACEUTICALS
408 INTURSTATE AVE, SHAEVEPORT, LA T1100
P 31D S 1504 FA. (18) 638 1888,
PACKING SUP NO.______ PETOPO0Z DATE___07/10/97
" PURCHASE ORDER NO.__ 042897A & SHIP VIA__ UPS
8439
8eP TO BRLTO__ _votwer teacww 18
- TOP Ax
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NAPEAN ENTERPRISES
POST OFFICE BOX 1530
BERTHOUD, CO 0513

(303) 532-2388
FAX (303) 532-4462

February 15, 1996

Jivn-Ren Chen, Ph.D.
President

SAGEZ PHARMACEUTICALS
£408 Interstata Avenue
Shreveport; LA 71109

Cear Dr. Chen:
This document is divided in thrae parts as follows:

Paxrt I: General manufacturing agreement between SAGE
PHARMACEUTICALS and NAPEAN ENTERPRISES with regard
to manufacturer and purchase of generic ESTROTEST and
ESTROTEST H.S.

Part II: Cost projections for analytical and formulation
development of pilot and preduction batches of the
above menticned products as well as stability costs.

Part III: Terms of payment of the ccsts of the items mentioned in
part II. :

PART 1I.

This sectidn is to confirm that SAGZ PHARMACEUTICALS, INC. and
NAPEAN ENTERPRISES. do hereby enter into a‘mutual agreement for
the manufacturing of generic ESTROTEST and ESTROTEST H.S. Tablets
under the following terms and conditions. This agreement will

be binding to both parties unless changes are mutually acceptable
and are made in writing.

1. SAGE will manufacture generic ESTROTEST and ESTROTEST H. S.
exclusively for NAPEAN for distribution in the Unitad States
provided SAGE is the sole manufacturer of the products for
NAPEAN,

2. NAPEAN will pay for all development costs related to the
manufacture of said products.

3. NAPEAN shall pay all invoices within 135 days of the date 0090
On the invoica, taking a 1% discount. Notification of each-
' invoice will be sent by FAX to (97C) 532-4462 and the criginal

EXHIBIT
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invoice will be mailed along with a C of A& toc NAPEAN at the
address shown cn the leatterhead akove.

NAPEAN will furnish to SAGE all active raw materials necassary
for the development of the two products.

NAPEAN will pay NATOLI invoice for 16 station tooling (upper
and lower) for generic ESTROTEST (high strangth) imprinted with
NE §570.

NAPEAN will order a minimum of cne million (1,000,000) Tablets
within one month of notification from SAGE that all development
has been completed and acceptable stability studies have been

met, as required by GMP.

NAPEAN shall be respensible for all regulatory compliance for
the marketing ¢f generic ESTROTEST and ESTROTEST H. S. in the

United States.

SAGE will be responsible for all GMP practices during the
manufacturing process of the tablets.

PART II

A.

The cost estimaticn to develcp the gensric form of ESTROTEST
and ESTROTEST K.S. Tablets is as follows:

‘1. Analytical method Develcopment - . $ 14,000.00

Raw material (USP, HPLT) Product (HPLC)

2. Film coated tablets $ 9,800.00
Formulation development and cne lot of
tability -~ batch manufacturing (high
strength) 10Q,000 tablets. The potential
“far marketing this pilot batch is probable.

3. Stability study- one lot, 3 months § 8,000.0¢C
accelerated and extended to 35 months at
rocm temperature.

4. Active ingredient cost based on 100,000 Tabléts.
a. Esterified Estrogen

(125GM + L0% excess - total 137.356M) ** g{ 5,420.00]
Minimum order 25XG (active 937.5@M) ** 5{37,500.00]
¢ Db. Methyltestosterone ** s 600.00]

(Minimum order 1KG)
** Paid for by NAPEAN ENTERPRISES

TOTAL TEVELOPMENT CCST $ 31.300.00

0ng1
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B.

g}

Tentative estimation of product price: Minimum production
batch order 1,000,000 Tablets with the exception that the
first producticn batch of each strength Tablet will be for
500, 000. ' '
Bottle of 100 tablets (high strength formulation) S 10.20
Bottle of 100 tablets (laow strength formulation) S 7.80
Trhe price of 100 tablets includes the cost of manufacturing,
including the costs of the active ingradients, complete
packaging and labeling, quality control analysis, stability
studies and any other listed raquirements under the FDA '

regulations for GMP.

Pricing, subject to annual review, 1is based on the current
active ingredients costs of estarified estrogens at § 40./gm
($1,500.00/kg raw materizl containing 3.75% active) and
methyltestostercne at $600.00/kg. In the event of raw
material price changes, active or inactive, or in the event
that GMP regulatory requirements are increased during the
course of the year, price adjustments for said changes will
be negotiated annually in accordance with invoices, price
increase noticas from pertinent distributors/manufacturers
or federal regulatory agency noticss.

If, as expected, this project reaches a successful conclusion

and preducticn tatch quantities af the gerneric ESTROTEST and
ESTROTEST H. S. are purchased from SAGE by NAPEAN, then
SAGE agrees toc rapay NAPEAN 25 % of the total development
costs which weuld amount to $ 7,875.00 in four equal
installments. NAPEAN will take payment of the above stated
amount by deducting S$1,968.75 from each cf the first four
invoices submitted to NAPEAN by SAGEs'

PART III

The total devslepment cost listed in PART II under itams 1,2,
& 3 is $ 31,3500.C0

1.

An initial payment of approximately 1/3
Will be made upon the signing cf this
agresement. $§ 10,000.00

0092




February 15, 19935

J.R. Chen, Ph.D.
Manufacturing Agreement
PAGE FOUR

2. Upon receipt by NAPEAN of davelopment
Status including the 1 st month stability
result, another payment of approximatel
1/6 of the total will he paid. This
development status report must be completed
within 6 weeks of receipt by SAGE of tsoling
and active ingredients. s

[¥1]

»500.00

3. Upen receipt of 3 month stanility data which
falls within acceptable limits, NAPEAN will
make final payment of approximataly 1/2 the
total development costs. This data must be

provided within 14 weeks of the receipt of
tooling and active ingredients by SAGE. ' § 15,000.00

4. The pilot stability batch of 100,000 tablets is the
Property of NAPEAN ENTERPRISES.

ZZ£ the listed representatives for both SAGE PFHARMACEUTICALS, INC.
and NAPEAN ENTERPRISES concur with the contents of this document,
Please signify by signing and dating it in the Space sc provided
belcw.

We, the undersigned accept all the terms to take effac+ immediataly
urcen arfixing our signatures and the data.

H

FOR NAPEAN ENTERPRISES FOR SAGE PHARMACEUTICALS,

™~ e .
I'4 <. " ;7‘ ' o /: ‘)'__.4 p -,
/Z Z&ZM 3//74 "/’\?\ . N P TN N
=aj Ma;akari Ddata Jivn-Rén Chen — Date

SACZOL
‘
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MINUTE ENTRY ORDER HOBLI 1, v, G
March 20, 1998 | YR iy

ROY S. PAYNE

U.S. MAGISTRATE JUDGE SHREVEPORT DIVISION
300 Fannin, Suite 4300

Shreveport, LA 71101-3087

SAGE PHARMACEUTICALS, INC. CIVIL ACTION NO. 97-1983
versus JUDGE STAGG
NAPEAN ENTERPRISES, INC., ET AL. ' MAGISTRATE JUDGE DAYNE

3 e 3 e sk K e ek W e

In accordance with the February 26, 1998 Scheduling

. Ccnfe:ence, the Moticns to Strike f£iled by defendant on February 9,

1298 (Docket No. 9) and on Februarzy 12, 1998V(Docket No. 12) are
DENIED, and the Motiecn for Protective QOrder fiied by defendant
Matkari on February 9, 1998 (Dccket No. 10) is GRANTED as to
discovery sought from Matkari, other than discovery that relates to
the issue ¢f personal jurisdictién. Defendants were directed to
respond to the outstanding written discovery by March 18, 1958.
With respect to the Motion to Dismiss filed on February 9,
1998, plaintiff need not file any opposition until a date to be set
during a TELEPHONE STATUS CONfERENCE on April 3, 1958 at 11:00
a.m., at which time the court will determine whether the motion

will be determined on the briefs or after an evidentiary hearing.

RSP, HARPER, MILLS 0094

* CO02Y SENT BY MWC ON 03-20-98
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V. MOTION TO STRIKE
Defendant, Matkari, has filed a motion to strike requesting
that a portion of paragraph 22 be stricken as the allegations are
immaterial, impertinent, or scandalous. Paragraph 22 reads in its
entirety as follows:
22. During the course of the Florida Litigation, Sage
also learned, for the first time, that Matkari had
been debarred by the Food and Drug Administration
‘for having been convicted of a felony under federal
law relating to the development or approval of a
drug product, having offered an illegal gratuity to
an FDA chemistry review branch chief who was

involved in the regulation of Matkari’s drug
product approvals. (emphasis added)

Mover, Matkari, requests this Honorable Court to strike the
portion of paragraph 22 which has been bolded hereinabove. The
allegations concerning the conviction of a felony and the alleged
underlying facts are immaterial; impertinent, and scandalous
allegatidns. A full reading of the complaint shows that these
allegations have nothing to do with Plaintiff’s alleged cause of
action a;d the fact of a felony conviétion is not relevant
evidence.

The information provided in paragraph 22 is inappropriate for
the pleadings, as such discussions of a felony are even limited in

the trial on the merits. In asking about a prior conviction,

“C

counsel may ask about "the name of the crime, the time and place of

14
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the conviction, and the punishment, " and is limited to such
inquiry at trial on the merits. 23 Additionally, the United States
District Court for the Eastern District of Louisiana ruled in
Gaudin v, Shell 0il Co., that “defense coﬁnsel may not inquire into
the detail of the plaintiff’s conviction, other than the name of
the c¢rime, the time and place of the conviction and the
punishment”?¢, |

The‘o'nly basis for injecting alleged felony convictions within
the proceedings in any way would be for the possible impeachment of
& witness. Even then, the underlying facts of the felony
conviction are inadmissible evidence. It appears that the
statementsv in paragraph 22 are designed solely to embarrass the
Defendant, Matkari, or to inflame the trier of fact and they should
be stricken from the record. ?7

Matters which have no bearing on a controversy, which are

2 McCormick, Evidence Sec. 43 at 98 (1984); See United States v. Breckenridge, 782
F.2d 1317, 1323 (5th Cir. 1986) cert, denied, 479 U.S. 837, 107 S.Ct. 136, 93 L.Ed.2d 79

(1986); United States v. Barnes, 622 F.2d 107 (5th Cir. 1980); Tucker v. United States, 409 F.2d

1291, 1294, n.1 (5th Cir. 1969), aff'd sub nom.; United States v. Woodall, 438 F.2d 1317 (5th
Cir. 1970), cert. denied, 403 U.S. 933, 91 S.Ct. 2262, 29 L.Ed. 2d 712 (1971) Beaudine v,

United States, 368 F.2d 417 (5th Cir. 1966)
* 132 FRD 178 (E.D. La 1990).

%7 See for example: in v, North Jersey T J132FRD 178 (E.D.La
1990), a case directly on pomt court directly on point, in wh1ch the court struck from the

pleadmgs similar allegations; Bureerong v. Uvawas, C.D. Cal. 1996, 922 F. Supp 1450 a.llegmg a
"sweat shop."
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irrelevant or immaterial, are properly subject to a motion to
strike from the pleadings. ¥ Even relevant portions of a complaint
may be stricken where they are scandalous and Set cut in needless
detail.\”
VI N ION
Defendants Motion to Dismiss and Motion to Strike should be

granted. -~

Respectfully submitted,

MILLS, TIMMONS & FLOWERS
AP ofessionaié?_ Porftion)

(

BY: i

G orgeéﬁ% Mills, Jr. (#9583)
a

31 Mi Street
Post OFffice Box 1784
Shreveport, Louisiana 71166
318/222-0337

Attorneys for Defendant

. # Salem Engineering Co. V. APF Electronics, Inc., 75 F. Supp 993 (W.D. Pa. 1948).

“ Gleason v, Chain Service Restaurant, 300 F. Supp. 1241 (S.D. N.Y. 1969) , affirmed
422 F. 2d 342 (2nd Cir. 1990).
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UNITED STATES DISTRICT COURT

SOUTHERN DISTRICT OF FLORIDA

Case No. 97-8417-CIV-RYSKAMP
FLORIDA BRECKENRIDGE, INC,,

d/b/a BRECKENRIDGE
PHARMACEUTICAL, INC,,

Plaintiff and Counterclaim Defendant,

-—

vs. | 4 ‘ SUMMARY JUDGMENT
‘ ORDER

SOLVAY PHARMACEUTICALS, INC.,
Defendant and Counterclaim Plaintiff,

vs.

NAPEAN ENTERPRISES, INC,,

Counterclaim Defendant.

THIS CAUSE came before the Court upon Solvay Pharmaceuticals, Inc.’s
(“Solvay ) motion for summary judgment [DE-97] and upon Flonca Br”kcnndge Inc.
d/b/a Flonda Breckenridge Pharmaceutical, Inc.’s (“Bre*‘kcnndgc ") cross-motion for
summary judgment [DE-104]. The motions have been fully briefed and the Court has
“heard oral argument. For the reasons stated in this Order, the Court will deny Solvay’s
moﬁon for summary judgment and will grant Breckenridge's cross-motion for summary

judgment.
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Page2 UNITED STATES DISTRICT COURT
' ' SOUTHERN DISTRICT OF FLORIDA

. I.BACKGROUND
A. The Estratest Drugs
Solvay is a pharmaceutical drug company that manufactures and sells the drug
ESTRATEST®, a hormone replacement therapy for menopausal women. (Solvay’s F act§
9 11.) Solvay has manufactured ESTRATEST® since 1964, and has manufactured
ESTR.ATES-’l‘@ HS., a2 h‘alf-strcngth version of ES’I'RATEST@, since 1975. (Id.)
ESTRATEST® and ESTRATEST® H.S. (collectively, “tk;e Estratest Drugs”) contain the

hormones e(sg)gen and androgen. \They are “second line” hormone replacement drugs

because women often use the Estratest Drugs if they are unable to obtain relief through

“ﬁrs’t_liqg’_____’estrcg@:gnlm_gs\._(fi i 7, 9, 10.) The Estratest Drugs are sold by

prescription only, but are not patented or regulated by the United States Food and Drug

Administration (“FDA™) (Bre;kenﬁdge’s Facts 14.)‘ Solvay has been the sole producer
of this particular second line hormone replacement drug for over thirty years.
1. Appearance of the Estratest Drugs
Soh'ay’s ESTRATEST® full-strength pill comes as a rounded oval caplet (a tablet

shaped like a capsule), about % inch long, with a smooth, glossy dark green sugar coating

and white lettering on one side. The white lettering reads "Solvay" and "1026." The

’_I'

! The reasons why the Estratest Drugs are not regulated by the FDA are unknown to the
*Court. The parties have stated that the FDA’s lack of regulation is an historical anomaly.

0n99
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| SOUTHERN DISTRICT OF FLORIDA

ESTRATEST® H.S. half-strength caplet is of identical shape, but bears a smooth, glossy
light green coating. "Solvay" and "1023" are stamped in black on ope side of the caplet.
2. Chemical Makeup of the Estratest Drugs

Solvay’s product description in the Physicians Desk Reference (“PDR™) states that

ESTRATEST® contains 1.25 milligrams of esterified estrogens USP and 2.5 milligrams

| of methyltestosterone USP, and that ESTRATEST® H.S. contains .625 milligrams of

esterified estrogens USP and 1.25 milligrams of methyltestosterone USP.
(Breckenridge’s Resp. to Solvay’s Facts ] 48-49)
The designation “USP” in conjunction with the name of an Ingredient means that

the ingredient “purports to comply with [United States Pharmacopeia] standards.”

' '(Solvay’.s Resp. to Breckenridge’s Mot. for Summ. J. (“Solvay’s Resp.”) at 9.) The

-

United States Pharmacopeia establishes monographs, or standards, for determining -the
“identity, strength, quality, and purity” of drug ingredients. (Jd. at 8.) To meet the USP
monograph f?or esterified estrogens, a drug must contain a certain amount of twc; |
particular estrogenic substances in certain amounts. (/4. at 9.) Itis undisputed that the

Estratest Drugs comply with the USP monogranh.

——————

After the Court denied Solvay’s request for a preliminary injunction, Solvay
performed additional tests on its Estratest Drugs - tests not required to establish that a

drug’s ingredients comply with USP. (Breckenridge’s Additional Facts 961;

0100
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’ SOUTHERN DISTRICT OF FLORIDA

Breckenridge’s Facts, App. II, Tab 12 (“Chal gen Aff.).) Solvay’s tests revealed that the
Estratest Drugs contain two additional estrogenic substances which are not listed in the
PDR: 17 « dihydroequilin sodium sulfate and 17 « dihydro,eqﬁilinen sodium sulfate.
(Solvay’s Resp. at 10-11; Breckenridge’s Additional Facts { 59; Lobo Decl. § 9.) s°1§ay

claims that these additional ingredients are estrogenically active and that they enhance the

| operation of the Estratest Drugs. (Solvay’s Resv atl1.) Brcckenndge disputes Solvay’s
contention that the additional i mgrecne;nts are active,

The Estratest Drugs take as long as forty-ezght minutes to break down _completely
in the b]oodsueam (Solvay s Facts § 34,) and are not fully absorbed into the bloodstream
until 120 minutes after ingestion. (Jd.)
| B. The Meno.gen Dfugs |

Breckenridge, a generic phannaceutica'l'drug company, markets the drugs
MENOGEN and MENOGEN H.S. (collectively, “the Menogen Drugs”) as a substitute
for Solvay’s —Estratcst Drugs. (Jd. { 16, 18.) Breckenridge sends its o;dcrs to Napean |
Enterprisqs (“Napean™) which provides iﬁstructi ons to the drug manufacturer regarding
the shipping of the drﬁgs. Napean also coordinates the overall management of the

business enterprise between Breckenridge and the drug manufacturer. (/4. {17.)? |

-
»

? The Menogen Drugs have not been manufactured or sold since approximately July

0101
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Page 5 UNITED STATES DISTRICT COURT
SOUTHERN DISTRICT OF FLORIDA

1. Appearance of the Menogen Drugs

The Menogen Drug tablets are a high and squared oval shape, with top, bottom and
ends rounded, and with the sides squared. They are approximately 5/8 inch long. The
ﬁﬂl-strength MENOGEN tablet bears a somewhat rough and dull dark green finish, and is
stzmped by indentation and without color "NE" on one side and "570" on the other. The
MENOGE’.;\T H.S. half-strength tablet is an identical squared oval tablet bearing a rough
light green finish and the stamp "560" in place of the 'full-;sU'ength‘s "570."

2. Chemical Makeup of the Menogen Drugs

MENOGEN contains 1.25 milligrams of esterified e;str:ogens‘USP and 2.5
: milligrams of methyltestosterone USP. (Breckenridge’s Facts ] 10.) MENOGE;N H.S.
| contains .625 milligrams of esterified esrogens USP and 1.25 milligrams of
methyltestosterdne USP. (Breckenridge’s Additional Facts § 52.) The esterified estrogen

and methyltestosterone in the Menogen Drugs comply with the USP monogreph as do the

Estratest Drugs. (Jd. §12.) However, the Menogen Drugs do not cont%in the twoﬁ ,17~ -
compouqu which the Estratest Drugs contain. Apparently, the reason the Menogen
Drugs do not contain the 17 = compounds is that Breckenridge’s manufacturer obtains its
esterified estrogen from a different estrogen producer than does Solvay. (Solvay’s Facts §

38.) The Menogen Drugs break down completely in the bloodstream within three
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minutes, (Solvay’s Facts § 34),. and are fully absorbed into the bloodstreamn after 15 vd
minutes have elapsed. (Jd.)
C. Breckenridge’s Advertising

In April of 1996, Breckenridge’s President, Laurence Runsdorf, and at least one
other Breckenridge employee began to market the Menogen Drugs over the phone to
potential éuétogners. (/d. §19.) In those phone conversations; Runsdorf stated that the
Menogen Drugs are the “generic gggiy_a.l_gm’l.oi.thc.E.sz:az_e_s;..Qru_gs (/d.)

On May 1, 1997, Breckenridge 1ssued two press relcgses. (Breckenridge’s |
Additional Facts § 53.) One of these press releases VWas sent to various pharmaceutical

trade publications including “Medical Marketing and Media.” (Jd. § 20.). The other was

| sent to roughly 400 pharmaceutical buyers. (I/d.) The latter press release stated the
following: | | |
Breckenridge Pharmaceutical, Inc. is pleased to introduce
another new addition to its growing generic pharmaceutical

" line, MENOGEN H.S. (half-strength) and MENOGEN
Tablets.

MENOGEN H.S. and MENOGEN are the first and only
estrogen-androgen combination which compare to
ESTRATEST® H.S. and ESTRATEST®.

MENOGEN H.S. and MENOGEN are members of one of the

fastest growing women's health categories, Hormone
Replacement Therapy (HRT).
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MENOGEN H.S. and MENOGEN are available in 100 tablet
bottles.

(Id., App. 1, Tab 6, Exh. 13.) Both press release's stated that the Menogen Drugs
“compare to” the Estratest Drugs and are in addition to Breckenndge’s “generic” line.
(Breckenridge’s Additional Facts § 53.) At least one industry publication has declared
the Menogen Drugs to be “generic equivalents” of the Estratest Drugs. (Solvay’s Facts {
22.) Solva)" estimates that its market share has dropﬁcd as much as 12% since the
Menogen Drugs have been on the mérket (Solvay’s Facts { 457) |

Breckenridge's President admits that Breckenridge di‘d not perform tests to
substantiate .its statcmcnts that the Menogen Drugs are the “generic equivalent” or
- “compare to” the Estratest Drugs. (Jd. §29.) Instead, Breckenridge relied upon the oral
assurances of Napean to make such 2 c;laim. | (/d.) Napean did not perform any tests to
substantiate such a claim. (/4. §-30.) The drug manufacturer, who is né Iongc.r a party to
this lawsuit, did test the Estratest Drugs to determine if the ingredients esterified estrogen
USP and methyltestosterone USP were present in the quantities shown on Solvay’s label.
(Breckenridge’s Resp. to éolvay’s Facts $31.) The Menogen and Estratest Drugs
contain the same amount of esterified estrogen USP and methylitestosterone USP.

| D. Procedural History
Following Breckenridge's announcemeﬁt, Solvay and Brcckenri'dge entered into

negotiations regarding the trade dress of the Menogen Drug tablets and Breckenridge's
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claims regarding the comparability of the Menogen and Estratest Drugs. Those
negotiations were unsuccessful and, in May of 1997, Breckenridge filed a comp]air;t for
declaratory relief against Solvay. Breckenridge alleged that the trade dress for its
Menogen Drugs did not infringe on So‘lvay’s Estratest Drugs. Three weeks later, Solvay
filed its answer and couhterclaim alleging trade dress infringement and unfair
competitién’. Soivay also requested injunctive relief. |
On June 27, 1997, the Court denied Solvay’s motion for a preliminary injunction
on its trade drcsé claims and denied without prejudice Solvay’s motion for a preliminary
injunction as to the false advéﬁising claims. Solvay now moves for summary judgment
~on its false advertising claim, claiming that Breckcm'idge’é advertisements are literally
false. Breckenridge cross-moves for summary judgment on Solvay’s trade dress and false
advertising claims.
II. DISCUSSION
A. Summary Judgment Standard
Summary judgment is appropriate when there is no genuine iésue' of material fact
and the moving party is entitled to judgment as a matter of law. Fed. R. Civ. P. 56(cj. ‘
"Some alleged factual disputé between the parties will not defeat an otherwise properly
| supi:oncd motion for summary judgmenf; the réquirement is that there be no genuine

issue of material fact." Anderson v. Liberty Lobbdy, Inc., 477 U.S. 242, 247-248, 106
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S.Ct. 2505, 2510, 91 L.E4.2d 202 (1986) (emphasis in the original). "For factal issues to
be considered genuine, they must have a real basis in the record." Hairsion v. ng’nesville
Sun Pub. Co., 9 F.3d 913,919 (11th Cir. 1993). The party opposing summary judgment
may not simply rely upon the pleadings or mere denials of the allegétions. Rathcf, the
opposing party must adduce some evidence showing that material facts are in issue. See

' Anderson, 477 2t 256; 106 S.Ct. at 2514.

In considering & motion for summary judgment the. Court views the facts in the
light most favorable to the nonmoving party.” See Poller v. Columbia Broadcasting
System, Inc., 368 U.S. 464, 473, 82 S.Ct. 486, 491, 7 L.Ed.id 458 (1962). The Court will
enter summary judgment if a party fails "to make a showing sufficient to establish the
existence of an element essenﬁal to tﬁgt party's case, and on which that party will bear the
burden of proof at trial." Celotex v. Catrert, 477 U.S. 317, 322, 106 S.Ct. 2548, 2552, 91
L.Ed.2d 265 (1986); Fed. R. Civ. P. 56(e).

Beca—usc only Breckenridge has moved fc_:r summary judgment on the issue of trz;de
dress, Breckenridge bears the burden of showing that no trade dress inﬁingémcnt exists as

a matter of law. Each party has moved for summary judgment on the false advertising

claim, and each party bears its own burden on that issue.> Although each party bears its

} In its opinion denying Solvay’s motion for a preliminary injunction, the Court stated
that Solvay will bear the burden of proving false advertising at trial. See Southland Sod Farms v.
Stover Seed Co., 108 F.3d 1134, 1139 (9* Cir. 1997) (in cause of action for false advertising,
. plaintiff bears burden of proving falsity); Johnson & Johnson-Merk v. Rhone-Poulenc Rorer
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own burden, the Court will strictly scrutinize Breckenridge’s claims of equivalence
because courts “traditionally undertake[ ] close scrutiny of drug safety claims.”
MecNeilab, Inc. v. American Home Products Corp., 848 F.2d 34, 37 (2d Cir. 1988)
(closely scrutinizing drug company’s claim of overall equivalence). See Syntax Labs, Inc.
v. Norwich Pharmacal Co., 437 F.Zd 566, 569 (24 Cir. 1971) (strictly scrutinizing
likelihood c;f confusion of drug company’s use of similar trademark).
B. Trade Dresé Infringeme.nt
Breckennidge moves for summary judgment on the trade dress infringement claim.

Although the Court denied Solvay’s motion for prcliminary injunction on trade dress
infringement, that denial alone is insufficient ground for the Court to now grant

* Breckenridge’s motion. The Court must now examine the record to determine if there is
any genuine issue of material fact. Although “the findings of fact and conclusions of law
made by a court granting a preliminary injunction are not binding at trial on the merits,f‘

the Court may rely upon its findings if they are still uncontested. University of Texas v.

Camenisch, 451 U.S. 390,395, 101 S.Ct. 1830, 1834, 68 L.Ed.2d 175 (1981).

= Pharm., Inc., 19 F.3d 125, 129 (3d Cir. 1994) (same); BASF Corp. v. Old World Trading Co., 41
F.3d 1081, 1089 (7* Cir. 1994) (same). See also McNeil-P.C.C., Inc. v. Bristol-Myers Squibb
Co., 938 F.2d 1544, 1549 (2d Cir.1991) (plaintiff bears burden of showing false advertising on
preliminary injunction). That Solvay bears the burden of proving its claim does not alter the fact
that each party must bear its own burden on the issues upon which it moves for summary

* judgment.
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“[Whether trade dress has been infringed is a question of law.” Epic Metals Corp.
v. Souliers, 99 F.3d 1034, 1037 (11* Cir. 1996). To prevail on a claim for trade dress
infringement, a plaintiff must show: “(1) that the trade dress of the two products is -
confusingly similar; (2) that the features of the trade dress are primarily non-functional;
and, (3) that the trade dress is inherently distinctive or has acquired secondary meaning.”
Id. at 1038..- Whether two products are confusingly similar is a question of fact. See
Jellibeans, Inc. v. Skatfng Clubs of Georgia, Inc., 716 F.Za 833, 839 (11* Cir. 1983).
Thus, 2 grant of summary judgment on likelihood of confusion is proper only if no
reasonable jury could return a verdict for the party against \-w'norn summary judgmént is
sought. See Camp Creek Hospitality Inns, Inc. v. Sheraton Franchise Corp., 130 F.3d
| 1009, 1013 (11* Cir. 1997).

In determining whether two prbducts ére confusingly similar, courts consider: the
type of mark, the similarity of design, the similarity of the product, the identity of the
retail outle{s and purchasers, the similarity of advertisiné media used, defendazit’s interit;
and actual confusion. See Laboratorios Roldan C. por A. v. Tex Int’l, Inc., 902 F. Supp
1555, 15'66 (S.D. Fla. 1995) (citing John H. Harland Co. v. Clarke Checks, Inc., 711 'E.Zd
966, 972 (11* Cir. 1983). Solvay argues that genuine issues of material fact exist as to
the similarity of the trade dress, Breckenridge’s intent, and the relevant consumers.

(Solvay’s Resp. at 15-16.) The Court disagrees.
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1. Similarity of the Trade Dress

In the opinion accompanying the Court’s Order denying Sol\}ay’s motion for
preliminary injunction, the Court found that the overall impression of the Menogen aﬁd
Estratest pills offers only a véry low level of similarity. The Court’s finding wasvbased
upon the fact that the Menogen tablet is a large high oval with straight and squared-off

| edges. In Co;utrast, the Estratest caplet is a smaller rounded ov:al that looks like 2

traditional capsule. The Menogen tablet is a rough, dull dark green (in the case of the
half-strength a rough light gréen), while the Estratest caplet.is a smooth, glossy dark
green (in the case of the half-stréngth a smooth, glossy Iiglﬁ green). Thc‘Esu-atest caplet
is approximately 2 of an inch long, while the Menogen tablet is approxiﬁxatély 5/8 of an
inch long. The Menogen tablet fs debossed with uncolored identifying letters and
numbers, while the Estratest caplet is printed in a contrasting color with the Solvay mark
and identifying numbers. Considering the above findings, the Court ruled that the dmg; _
do not look ;r feel the same, and a patient would notice the difference in swallowing thc.
larger, lcgs-roundcd Menogen tablet. | |

Since the Court’s denied Solvay’s motion for preliminary injunction, Solvay has

not produced any additional evidence in support of its position that the designs are

*f

similar. In i ght of the Court’s earlier findings and Solvay’s failure to produce additional

evidence, the Court finds rules no reasonable jury could find the designs similar.
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2. Breckenridge’s Intent
The relevant intent is Breckenridge’s intent to appropriate Solvay’s repﬁtatidn and
goodwill. See Ambrit, Inc. v. Kraft, Inc., 812 F. 2d 1531, 1542 (11* Cir. 1996), cert.
denied, 481 U.S. 1041, 107 S.Ct. 1983,95 L. E4d.2d 822 (198;7). In the Court’s earlier
opinion, the Court found that Solvay produced no direct evidence of Breckenridge’s bad
intent and ’th;t the facts of this case did not p;ov;' de any circumstantial evidence of
Breckenridge’s bad intent. The Court considered in detail.Whether the similarity in colér
‘ provided any evidence of Breckenridge’s bad intent, and the.Couﬁ concluded that it did
not. The Court also considered an& rejected the argument ti:at Breckenridge’s use of the
label “H.S.” was evidence of Breckenridge’s bad intent.* Solvay has produced no
_ evidence_since the Court’s Order to support its position. A reasonable jury could not infer
Breckenridge’s bad intent from the available circumstantial evidence.
3. The Relevang Consumers
”‘Sdlva—'y argues that the relevant consumers are not pharmacists and physi.cians, but
patients. These patients, argues Solvay, will be confused by'Breckenridge’s trade drcs§ in

a way that pharmacists and physicians niay not be. Solvay’s argument fails for two

reasons: first, the Court earlier rejected the argument that consumer patients would be

‘ The Court doubted in its earlier opinion whether it should even consider Solvay’s H.S.
argument. The designation H.S. does not appear on the Menogen Drugs themselves, and appears
« only on the packaging. Solvay has not challenged the drugs’ packaging.
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confused. Solvay has not pfesemed any new evidence in support of its argument. A
reasonable jury could not find for Solvay on this count. Second, Solvay admits that
pharmacists and phannaceutical suppliers are the purchasers of its prescription drugs:
Neither Solvay or Breckenridge now market, or ever have marketed, their prescription
drugs directly to consumers. For the above stated reasons, the Court will grant
Breckenridge’s motion for summary judgment on the trade dress infringement claim.
C. False Advertising
1. Elements of False Advertising Viclation
Solvay moves, and Florida Breckenridge cross-moves, for summary judgment on
the false advertising claim. The Lanham Act creates 2 civil remedy for injuries caused by
a competitor’s false advertisements. The statute imposes liability upon:
(2)(1) Any person who, on or in connection with any goods or services .
uses in commerce any word, term, name, symbol, or device, or any
combination thereof, or any false designation of origin, false or misleading
description of fact, or false or misleading representation of fact, which -
(B) in commercial advertising or promot]on misrepresents the
nature, characteristics, qualities, or geographic ongm of his.
goods . .
15 U.S.C. § 1125(2)(1)(B). To prevail on a claim for false advertising under the Lanham

~* Act, a plaintiff must adduce evidence of each of the following five elements:

(1)  The defendant made false or misleading statements about its product
in an advertisement; ‘
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(2)  Those advertisements actually deceived consumers or have the
tendency to deceive a substantial portion of the targeted audience;

(3)  The deception is material, meaning it is likely to influence
purchasing decisions;

(4)  The defendant’s adverused products traveled in interstate commerce;
and,

(5)  The plaintiff has been or is likely to be injured as a result of the false
~ or misleading advertisements by causally related declining sales or
" loss of goodwill.

See Tire Kingdom, Inc. v. Morgan Tire & Auto, Inc., 915 F. Supp. 360, 364 (S.D. Fla.
1996), aff"'d mem., No. 96-4281 (1 1* Cir. Jan. 23, 1998). Seé also ALPO Petfoods, Inc. v.
Ralston Purina Co., 913 E. 2d. 958, 964 (D.C. Cir. 1990). This case turns upon the first
. prong of the five part test: whether the alleged statements were made in an advertisement
and whether the alleged statements were false and misleading.
2. Oral Statements Are Advertising

To qualify as commercial advertising, a statement musi be:

(1) commercial speech; (2) by a defendant who is in commcrcxal

competition with plaintiff; (3) for the purpose of infiuencing consumers to -

buy defendant's goods or services. While the representations need not be

made in a "classical advertising campaign,” but may consist instead Qf more

informal types of "promotion," the representations (4) must be disseminated

sufficiently to the relevant purchasing public to constitute "advertising" or .
"promotion" within that industry. o
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Seven-Upr Co. v. Coca-Cola Co., 86 F.3d 1379, 1384 (5" Cir. 1996). See Medical
Graphics Corp. v. SensorMedfcs Corp., 8‘72 F. Supp. 643, 650 (D. Minn. 1994) (same
four part test).
Breckenridge contends that its oral representations are not advertising within the
meaning of the Lanham Act. The oral representations consist of the following: Mr.
| Runsdorf, tljxe President of Breckenridge, and one other Breckenridge representative made
various phone calls to customers regarding the Menc;gcn bmgs. (Solvay’s Facts, App. II,
Tab 6 Runsdorf Dep. at 72, lines 20-23.) During the telephone conversations, Runsdorf
would “tell the customer of the existence of the product. I w;vou]d tell him about the brand
product, the sales of the brand product, if I know it, and the sale trend, if I }cﬁow it. I
| would tell him about the regulatory status of thé product, give him pricing information.”
(/d. at 73, lines 2-7.) Runsdorf also stated thét Breckenridge marketed the Menogen
Drugs, “a generic equivalent of [the] EstraTest [Drugs].” (Jd. at 39, lines &-13; see id. at
73, lines 8-i3.) ‘ | e
It is unclear from Runsdorf’s deposition how many times he made the aBove-
descﬁbed statements. It is clear, however, that Runsdorf’s statements were not isolated
occurrences, but were instead an integral part of Breckemidge’s advertising campaign.
The affidavit of Jim Hyﬁd, Solvay’s Director of Women’s Health Marketing, states that

“telephone visits” between sales representatives and their customers are integral to the
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sales process in the prescription drug iﬁdusny. Hynd avers, “I know of no business in the
industry that prom.otes its prescription drugs without such face-to-face or personal
anention on the part of the sales representative to the customer. In fact, in my experience,
a prescription drug product could not be adequately promoted without such in-person and
word-of-mouth promotion.” (Solvay’s Resp., Exh. B, Hynd Aff, at 4.)

Runsdorf’s oral statements, as a matter of law, constitute commercial advertising.
Breckenridge has not produced evidence conmadicting Hyﬁd’s affidavit, nor does it argue
that the telephone conversations were an unimportant or insubstantial part of its
marketing. Runsdorf’s statements were commercial speech> made by a defendant in

commercial competition with Solvay, for the purpose of influencing customers to buy

* defendant’s goods and services. Runsdorfs statements were an integral part of his

company’s overall marketing scheme and were sufficiently disseminated to constitute
advertising within the pharmaceutical dmg industry.
- 3. Wniiten—Statement:sﬁﬂPe«Net' Puffery-
In its press releases, Breckenridge stated that the Menogen Drugs “compare to” the
Estratest Drugs and that Breckenridge was adding the Menogen Drugs to its “generic”
line. Solvay contends that Breckenridge’s written statements are false and misleading. In

response, Breckenridge argues that its statements are general usages which are not
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actionable under the Lanham Act, and that they are not Iitera'l]y false. The Court will
examine each of these arguments in turn.

Breckenridge first argues that its statemnents are general, subjective statements
which are not actionable. Mere puffery, or sales talk, is not actionable but false
statements are actionable. The Eleventh Circuit has never defined puffery, but the courts
of appeal are in broad agreement over the term’s meaning. A recent circuit court opinion
defines puffery as:

~ “advertising, blustering, and boasting upon which no reasonable buyer

would rely and 1s not actionabie under [Lanham Act] § 43(a)." 3 J. Thomas

McCarthy, McCarthy on Trademarks and Unfair Competition § 27.04[4][d]

at 27-52 (3d ed.1994). While product superiority claims that are vague or

highly subjective often amount to nonactionable puffery, Cook, Perkiss and

Liehe v. Northern California Collection Service, Inc., 911 F.2d 242, 246 (9%

Cir. 1990), "misdescriptions of specific or absolute characteristics of a

product are acticnable." Jd. (citation omitted). A specific and measurable

advertisement claim of product superiority based on product testing is not

puffery. See... W.L. Gore & Assocs., Inc. v. Totes Inc., 788 F. Supp. 800,

809 (D. Del.1992) (numerical comparison that product is seven times more

breathable "gives the impression that the claim is based upon independent

testing” and "is not a claim of general superiority or mere puffing").
Southland Sod F arms, 108 F.3d at 1145 (statement that “Less is More” is nonactionable
puffery). In short, “[tJhe ‘puffing’ rule amounts to a seller's privilege to lie his head oﬁ
so long as he says nothing specific.” Castrol, Inc. v. Penzoil Co., 987 F.2d 939, 945 (3d

"Cir.'1993) (quoting W. Page Keeton, et al., Prosser and Keeton on the Law of Torts §

109, at 756- 57 (5th ed. 1984)). Whether an alleged misrepresentation is an actionable

~

0115



RN n

Page 19 ' UNITED STATES DISTRICT COURT
SOUTHERN DISTRICT OF FLORIDA

statement of fact or mere puffery is a mauner of law. See Cook, Perkiss & Liehe, 911 F.2d
at 245.

In response to‘Breckenridge’s‘ argument that the statements in its press releases are
mere puffery, Solvay argues: (1) that Breckenridge has no support for its arcument that
“compare 10" and “generic” can be puffing in a pharmaceutical advertisement; and, (2)
B;eckenridg;’s president admitted in his deposition that “compare to” means “generic”
equifralence. The Court will not reach Solvay’s second aréumeﬁt because it finds the first - -
argument persuasive.

Breckenridge stated in its press release that it was adding its Menogen Drugs to its
“growing generic pharmaceutical line” and that the Menogen Drugs“‘comparc t0” the
Estratest Drugs. These statements are not mere general claims that a product is “better”
than another product. See Nikkal Indus., Ltd. v Salton, Inc., 735 F. Supp. 1227, 1234 1. 3
(S.D.N.Y. 1990) (claim that one product “better than” another is mere pufiing). A drug
company’s claim o%‘ generic equivalency is more than mere “blustering and boas:ting.” -
Southland Sod Farms, 108 F.3d at 1145. Rather, it is a claim regarding the absolute
characteristics of the drug. The claim implies that the drug in question has satisﬁe‘d

certain tests and may properly be labeled as a generic equivalent. Cf American Home

*" Products v. Johnson & Johnson, 654 F. Supp. 568 (S.D.N.Y. 1987) (drug company’s
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claim that its drug’s safety profile was superior considered puffing where some evidence
of superiority existed.)

Having determined that Breckenridge’s statements are actionable advcnising,‘ the
Court must determine whether Breckenridge’s ads are Htcrally false or literally true as a
matter of law. They are litc;ﬂly’ﬁuc, and the Court will grant Breckenridge’s, and deny
Solvay’s, motion for summary judgment. ‘ |

4. Solvay Makes a Claim for Literal Falsity Only

An advertisement may be false within the meaning qf the Lanham Act in one of
two ways: “either. .. the challenged advertisement is Iiteraliy false, or, although literally
) true . . . it is stll likely to mislead or confuse consumers.” L & F Products v. Proctor &
Gamble Co., 45 F.3d 709, 711 (2d Cir.. 1995). See C.B. Fleet Co. v. Smizhkfine Beacham
Consumer Healthcare, Ltd., 131. F.3d 430, 434 (4* Cir. 1997). Solvay’s claim for false
advertising is a claim of literal falsity only. Solvay first discussed Breckenridge’s .allég_ed' A
false advertising in its motion for preliminary injunction. The pﬁ:liminary injunction
claims that Solvay will be'harmed by Breckenridge’s trade dress infringement L;’ecause
Breckenridge’s advertisements are literally false. On page four of its motion, Solvay
asserts that the drug “purportedly compares” to the Estratest Drugs, but has not been

demonstrated to compare.’ Solvay also asserts that “comparable” means “exactly

5 Solvay did not paginate its motion for preliminary injunction.
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substitutable for,” and that the Menogen Drugs i'nay not fulfill the test requirements for
generic equivalency. (See Solvay’s Mot. for Prelim. Inj. at 21 (I'.C.3), 24 (1.D).)
Whether an advertisement is false is usually a question of fact. See C.B. Fleet Co.,
131 F.3d at 434; L & F Products, 45 F.3d at 712. vHowever, a court may grant summary
judgment to the plaintiff if it finds the defendant’s claims to be literally false. See Lipton
v. The Nature Company, 71 F.3d 464 (24 Cir. 1995) (revcrsiné district court’s grant of
- summary judgmént where advertisement not literally false); Janda v. Riley-Meggs
Industries, Inc., 764 F. Supp. 1223 (E.D. Mich. 1991) (granting summary judgment where
claims literally false). Summary judgment is especially appropriate here, where both
| parties have moved for summary judgment on literal falsity.
5. Two Burdens for Literal Falsity
Courts may demand a plaintiff who alleges literal falsity to meet one of two
burdens of proof, depending upon the type of advertisement at issue. As the Fourth
Circuit recently noted:
When an advertising claim . . . expressly . . . asserts that [it] is testor
study-validated . . . {sjuch a claim may . . . be proven literally false by
showing only that the test asserted to validate it did not in fact do so. ..
[WThere the claim is made . . . with no assertion of test or study validation,
its literal falsity may only be proven by proof that the favorable fact baldly
- . asserted is false.

C.B. Fleet Co., 131 F.3d at 435. See Rhone-Poulenc Rarer Pharms., Inc. v. Marion

Merrell Dow, Inc., 93 F.3d 511, 514-15 (8th Cir. 1996) (different standards of proof apply
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vto the two types of advertising claims); BASF Corp., 41 F.3d at 1091 (proof required to
prove literal falsity will vary depending upon the statement made); Cészrol, Inc. v.
Quaker State Corp., 977 F.2d 57, 62-63 (24 Cir. 1992) (falsity of "tests show"' claim may
be proven by showing that the tests were not sufficiently reliable to permit one to
conclude with reasonable certainty that they established the proposition, but falsity of
bald claim may be proven only by evidence affirmatively sho'wing claim’s falsity).

Neither of these standards are particularly helpful tc.> the Court, as the question of
whether Breckenridge’s use of “compare to™ and"‘generic equivalent” for a non-FDA
regulated drug means, as a matter of law, that Breckeﬁridge séﬁsﬁed ceﬁain tests, is at the
~ heart of the issue which the Court must decide.
| 6. Advertising Is Literally True

Solvay argues that Breckenridge’s stét:ments that the Menogen Drugs are the
generic equivglent of, compare to, and are an addiﬁég to %{eckcnﬁdgc’s generic line of
pharmaceu;ical drugs, are literally false. The Court disaééées. The question of what

“generic equivalence” means in the context of a2 non-FDA regulated pharmaceutical drug

appears to be an issue of first impression.® The parties have not located, nor has the

$ It also presents an issue quite unlike most Lanham Act cases. In the majority of
Lanham Act cases, the plaintiff attempts to prove false advertising by showing that the defendant
copied the plaintiff’s product. In this case, the plaintiff is attempting to prove false advertising
by showing that the defendant did not copy the plaintiff’s product closely enough.
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Court’s research revealed, any cases directly on point.” Solvay urges the Court to apply
the FDA’s standard for generic equivalency, a standard which requires the drugs to be
bioequivalent. Aliernatively, Solvay would have the‘ Court apply a chemical equivalence
tandard, a standard which is less ‘stringent than bioequivalence. Breckenridge argues that
the Court should apply the chemical equivalence standard.
_ a. The Standards
The FDA requires all generic drugs to be biocquival-ent to the pioneer drug. All
- prospective manufacturers of a FDA regulated generic eqmvalent must perform tests

5emons‘crating that the drug is bioequivalent to the pioneer crug (Solvay’s Facts, App. i,
Tab 10 at ix). Once the FDA determines that 2 generic drug is bioequivalent, it lists the

" generic drug in its Orange Book. Breckenridg; does not now contend that the Menogen
Drugs are bioequivalent to the Estratest Dru gs, nor did Breckenridge ever advertise that

the Mcndgen Drugs complied with the FDA’s Orange Book standards. Solvay contend‘s‘

that, by stating its Menogen Drugs are “generic equivalents,” Breckenridge made a literal

claim of bioequivalency. .

7 1n Jnwood Laboratories v. Ives Laboratories, 456 U.S. 844, 102 S.Ct. 2182, 72 L.Ed.2d
.= 606 (1982), the Supreme Court considered whether the manufacturer of a generic drug which
was designed to duplicate the appearance of a similar drug marketed by a competitor could be
vicariously lizble under the Lanham Act. The Supreme Court noted that the non-FDA approved
generic drug was bioequivalent and had the same bioavailability. 456 U.S. at 848 n.5, 102 S.Ct.
2185 n.5. However, the Supreme Court did not state that bioequivalency or bicavailability was
« required.
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Chemical equivalence is a lower standard than the FDA’s bioequivalence standard.
Dr. Raj Matkar, the President, Director and Owner of Napean, stated in his‘ deposition
that a drug is the generic equivalent of a pioneer drug if it is chemically equivalent,
bio}eq‘uivalent, or therapeutically equivalent. (Solvay’s Facts {24.) In other words,
according to Dr. Matkari, a drug can be 2 generic equivalent if it meets any one of the
three standards. ‘A drug is the chemical equivalent of another if it contains the same
active ingredients in the same amount. (/d. ] 25.)

b. Chemical Equivalence is the Propér Standard
Whether Breckenridge’s claims of generic equivalence ;rc Interally false hinges
~upon an issue of first impression: whét the term “generic equivalent” m_éans in the

context of a non-f'DA regulated cixi'ug.8 It means chemical equivalence. In marketing its
drugs for the last thirty years, Solvay has made Ii_mited representations regarding the
cont;:nts of its Estratest drugs: it.lists the drugs’ active ingredients in the PDR and
represents that those active ingredients comply with the USP monograph. Solvay is n'ot
;equired to further disclose or test the ingredients of its Estratest Drugs, nor is

Breckenridge required to perform the extensive tests mandated for FDA regulated drugs.

$ This issue is proper for summary judgment because it is a matter of law which the Court
must decide in any event. If this case went to trial, the Court would have to instruct the jury on
whether the FDA’s standard for generic equivalency or the chemical equivalency standard

" applies.
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Instead, Breckenridge followed 2 commercially reasonable path.and complied with all
commercial descn’j:tions which Solvay provided regarding its drugs.

The audience to whom Breckenridge advertised was aware of Solvay’s regulatory
status. The consumers to whom Breckenridge advertises are sophisticated: Breckenridge
does not advertise to consumers uneducated about pharmaceutical drugs, but rather .
targets knov;ledgcable pharmaceutical buyers and physicians. ‘Breckenridge's buyers are
aware that the Estratest Drugs are not regulated by the FD;A. and that manufacturers of the
Menogen Drugs are not required to perform FDA bioequivalency tests before markeﬁng
their &mg. Furthermore, Breckenridge President Runsdorf 'testiﬁed that when he calls
prospective buyers and :rcprescnts' to them that the Menogen Drugs are the “generic
equivalent” of the Estratest Drugs, he informs prospective buyers of the drug’s regulatory
status. (Solvay’s Facts, App. I1, Tab 6 Runsdorf Dep. at 73, lines 2-7.) Given these facts,
“generic equivalénce" cannot méan FDA equivalence but must mean chemical
equivalencc:

¢. The Chemical Equivalence Dispute

Having determined that chemical equivalence is the proper standard, the Court

must determine whether Breckenridge’s advertisement that the drugs are generically

equivalent, i.e., that they are chemically equivalent, is true or false. Solvay argues that

the statement is literally false because the Estratest Drugs contain two 17 < compounds
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absént from the Menogen Drugs, and because the two drugs dissolve at a different rate.
Breckenridge argues th‘at the statement is literally true because Sqlvay has not shown that
the 17 « compounds are active ingredients or that the different dissolution rates are
significant. Furthermore, the two drugs have the same PDR description and their
ingredients satisfy the USP monograph.

Althc;ugh Solvay has shown that the 17 = compounds exist and that the drugs
dissolve at different rates, Solvay has not shown that these. differences have any effect.
Solvay’s expert, Dr. Rogerio Lobo, states that Solvay’s tests confirm “the esterified
estrogens USP used in the MENOGEN products does not contain the same active

ingredients as the esterified estrogens USP used in the ESTRATEST® product, thus
confirming that the two manufacturers’ products are not ‘chemical equivalents,” (Lobo.
Decl. § 8) (emphasis in original). Yet, Solvay points to no evidence which suggests that
the supposedly “active ingredients” have any effect. SoI.vay’s other expert, Dr. Scott
Washburn, ;admits that “the full effect of these hormones in ﬁe human body is unknowx—'x”
and that “it cannot be said for sure what all the effects of these estrogenic substances may
be in the uterus.” (Solvay’s Reply, Exh. A § 5.)

Solvay likewise has not shown that the different disintegration and dissolution
ratés play any role in the effectiveness of the Estratest or Menogen Drugs. Aécordfng to

Dr. Lobe, “[sJuch differences could affect the bioavalability of the two drugs.” (Jd. §
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10.b.) Dr. Washbum avers that, “[wlithout specific clinical testing, none of these
adverse effects can be ruled out.” (Solvay’s Reply, Exh. A 1]‘5.)9 At the summary
judgﬁ)cm stage, the Court assumes that all the évidencc has been submitted. Solvay’s
evidence is insufficient to carry its summary judgment burden of showing that the drugs
contain different active ingredients.

Brec-kéqridge has demoﬁsﬁtcd that the drugs are chemically equivalent, i.e., that

they contain the same active ingredients. It is true that meeting the USP does not in itself

————

show that the drugs are equivalent. See AHP v. Chelsea Laboratories, 572 F. Supp. 278,

r——

;fr 279 (D.N;J . 1 982) (considering Premarin and observing that not all dmgs with same

U.S.P. grade are entitled 10 be substituted), aff d, 722 F.23 730 (34 Cir. 1983). See also

| United States v. .4ﬁ Article of Drug Ov'a II, 414 F. Supp. 660, 661 (D.N.J. 1975) (for
many of the articles in USP the question whether they are 'safe’ and 'effective’ cannot be
answered directly but will depend on having first considerably more information), aff"d,
S535F.2d 1&48 (3d Cir. 1976). These cases are }distinguishablc because they cc;nsidcr :
USP in the context of FDA regulated drugs only. In this case, there are no FDA

requirements. Breckenridge has complied with every commercial description which

.- 9 Solvay’s main bone of contention with Breckenridge seems to be that “a claim that the
ESTRATEST® and the MENOGEN Products are generically equivalent should not be made
until such time as well controlled testing has been completed.” (Solvay’s Reply, Exh. A {6). In
a non-FDA regulated world where “generic equivalence” does not mean FDA “generic
equivalence,” Solvay cannot prevail on this ground. ‘
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Solvay gave regarding the Estratest Drugs, and Solvay has not shown that the differences
between the Estratest and the Menogen Drugs are significant. Based upon @e evidénce,
the Court will grant Breckenridge’s motion for summary judgment on the false
advertising claim and deny Solvay’s motion.
ITI. CONCLUSION
| Havi;;g considered the motions and the pertinent portions of the record, it ié

ORDERED AND ADJUDGED that Solvay’s motic;n for summary judgment [DE-
97} is DENIED4and that Breckenridge’s cross-motion for summéry Jjudgment [DE-104] is
GRANTED.

DONE AND ORDERED in Chambers at West Palm Beach, Florida,

tis /K day of March, 1998. o

| /;(ENNHH L.RYS
‘ONITED STATE DIS C’I‘J’UéGE
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FLORIDA BRECKENRIDGE, INC. d.b.a.
Breckenridge Pharmaceutical, Inc., Plaintiff-
Counterclaim-Defendant-Appellee,

v.

SOLVAY PHARMACEUTICALS, INC., a
Georgia corporation, Defendant-Counterclaim-
Plaintiff-Appellant,

No. 98-4606.

United States Court of Appeals,
Eleventh Circuit.

.- May 11, 1999.

Editor's Note: The opinion of the United States
Court of Appeals, Eleventh Circuit, in Florida
Breckenridge v. Solvay Pharmaceuticals, published
in the advance sheet at this citation, 174 F.3d 1227,
was withdrawn from the bound volume at the
request of the court.

L. Norwood Jameson, Savita N. Krishna, Christian
S. Genetski, King & Spaiding, Atlanta, GA,
Thomas Meeks, Zuckerman, Spaeder, Goldstein,
Taylor & Kolker LLP, Miami, FL, H. Thomas
Byron III, Civil Division, Department of Justice,
Washington, DC, for Defendant-Counterclaim-
Plaintiff-Appellant.

Lisa XK. Benmnett, Stearns, Weaver, Miller,
Weissler, Alhadeff & Sitterson Pa, Ft. Lauderdale,
FL, Susan Allison, Jeffer, Mangels, Butler &
Marmaro LLP, Los Angeles, CA, for Plaumff-
Counterclaim-Defendant-Appellee.

Appeal from the United States District Court for the
Southern District of Florida.

Before COX and BARKETT, Circuit Judges, and
FAY, Senior Circuit Judge.

BY THE COURT:

+*1 Solvay Pharmaceuticals, Inc. {"Solvay") has
marketed Estratest, a hormone replacement drug,

for well over thirty years. In the spring ‘of 1997,.

Florida Breckenrldge Inc. and Napean Enterprises,
Inc. (collectively, “Breckenridge”) introduced a

drug, Menogen, that purported to be a generic
equivalent to Estratest. After receiving notice that
Solvay believed that Breckenridge was infringing on
its trade rights, Breckenridge filed this action for a
declaratory judgment that the manufacture, sale and
marketing of Menogen did not constitute trade dress
infringement or false advertising under the Lanham
Act. Solvay then counterclaimed for trade dress
infringement and false advertising under the Lanham
Act, as well as under Florida statutory and common
law of unfair trade practices. Following discovery,
both parties moved for summary judgment. The
district court denied Solvay's motion and granted
summary judgment for Breckenridge. After Solvay
filed notice of appeal, both parties submitted briefs
and the United States filed an amicus curiae brief to
address errors in the district court's order that the
government felt needed to be corrected. Both
parties and the government presented oral argument
before this Court, and were requested to file
supplemental briefs. Shortly before the deadline for
Solvay to file its brief, it instead filed a motion to
dismiss its case with prejudice.  Breckenridge
responded by requesting attorneys' fees and costs
pursuant to Fed.R.App.P. 38, arguing that Solvay's

~appeal was frivolous. We grant Solvay’s motion to

dismiss with prejudice, but because of the conduct

.of the attorneys for both parties before the district
~ court and this Court, we raise, sua sponte, whether

this conduct merits referral to our court disciplinary
committee for review.

1. BACKGROUND
A. The Regulatory Framework

Since 1938, the Food, Drug, and Cosmetic Act
("FDCA") has required drug companies to get pre-
approval by the FDA before they could lawfully
market their new drugs. In order to get approval, a
company merely had to file a New Drug Application
("NDA") or an Abbreviated New Drug Application
("ANDA") and prove that their product was safe.
In 1962, the FDCA was amended to require proof
that the product was effective as well as safe.
Congress made this new efficacy requirement
retroactive to apply to all drugs that already had
approved NDAs based on safety. The companies

producing these drugs were given a two Yyear ’
window to submit revisions of their NDAs to prove

* Copr. © West 1999 No Claim to Orig. U.S. Govt. Works
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their efficacy. In order to facilitate the efficacy
evaluations of these drugs, the FDA set up the Drug
Efficacy Study Implementation ("DESI") program.
Under this program, groups of drugs with approved
NDAs were evaluated by an independent panel. If
the panel found that the drugs met a certain standard
for efficacy, the evidence was submitted to the
FDA. If the FDA concurred with the DESI
determination, a notice was published in the federal
register and a supplemental NDA would be
approved for these drugs. Under the FDCA, all
drugs are new drugs and therefore require an
approved NDA or ANDA before marketing unless
they are generally recognized among experts as safe
and effective for their labeled use (the "GRASE"
exception) or- are grandfathered. 21 U.S.C. §
321(p)(1); Weinberger v. Hynson, Westcott &
Dunning, Inc., 412 U.S. 609, 613, 93 S.Cr. 2469,
2475, 37 L.Ed.2d 207 (1973).

*2 By its terms, the DESI program applied only to

drugs that already had approved NDAs as of 1962.
In conjunction with the DESI program, the FDA
developed a policy whereby drugs that were
identical, similar or related ("ISR drugs") to an
approved drug in the DESI review program could
"piggy-back" off of the DESI review by submitting
an ANDA after the DESI review established the
efficacy of the pioneer drug. For a time, FDA
policy allowed a drug manufacturer to market an
ISR drug after filing, but before approval of an ISR
drug's ANDA. This policy was challenged in court
and overturned in 1975. Hoffmann-Laroche, Inc. v.
Weinberger, 425 F.Supp. 890, 894 (D.D.C.1975)(
"[Tlhe Court holds that the FDA's policy of
permitting new drugs to be marketed without an
approved new drug application contravenes the clear
statutory requirement of preclearance mandated by
21 U.S.C. § 355."). In response to this case, the
FDA published a revision to its policy guidelines
that “clarified" the agency's position. CPG
7132¢.02, which Breckenridge submitted as an
appendix to its brief, reads in part:

The agency has decided to reaffirm that all

products marketed as drugs under the DESI

program are new drugs, and therefore, require an’

approved NDA or ANDA for marketing. In view
.= of the reaffirmation of this policy, the agency must
proceed to remove from the market all current
DESI-effective prescription products that are not
subjects of approved NDA's or ANDA's, and to
prevent in the fumire the marketing of such

NP Page 2

unapproved products.
FDA Compliance Policy Guidelines § 440.100
(emphasis added). This policy guideline document
goes on to create priorities for the removal of
unapproved drugs from the market. According to
the FDA, there were so many unapproved drugs on
the market that they needed to establish a triage
system: "Considering the magnitude of the problem,
the limitation on FDA's resources, and the resulting
long time period before compliance can be fully
attained, the agency has developed a strategy to
handle unapproved products on a priority basis." Id.
In stunning testament to the efficiency of the FDA's
strategy, this policy is still in effect today because
twenty-four years later, and thirty-six years after the
1962 amendments to the FDCA, there are still
thousands of these unapproved drugs on the market.
One of these drugs is Estratest, produced by Solvay.

B. Solvay Markets the Estratest Drug

Although the record contains conflicting dates,
Solvay began marketing its Estratest drug in 1964 at
the earliest. Estratest is a hormone supplement,
consisting of  esterified estrogens and
methyltestosterone, that is widely prescribed to
women who are suffering from the physical
symptoms associated . with menopause and who do
not obtain relief from estrogen therapy alone. At
the time of Estratest's entry into the marketplace,
Soivay did not have, nor has it ever had over the
past thirty-five years, an NDA or ANDA approved
by the FDA. Obviously, Estratest could not have
been directly subject to DESI review because it was
not marketed, nor was it the subject of an approved
NDA based ‘on its safety, before the 1962
amendments to the FDCA became_effecuve

*3 As part of the DESI process, a study evaluated
the efficacy of a class of drugs that combined
estrogens and androgens. The drugs under review
all had approved NDAs from before 1962. None of
these drugs contained Estratest's combination of
esterified estrogens and methyliestosterone. The
drugs were evaluated in a published notice, DESI
7661. On November 22, 1972, as noted in the
correspondence log submitted by Solvay in their
reply brief, Solvay's predecessor corporation
contacted the FDA to determine whether Estratest
could be considered ISR under the DESI 7661
notice.  After an undescribed response from the
FDA, there is a gap in the log until a letter from the
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FDA in July of 1979, which indicates that the FDA
notified Solvay that Estratest was under legal review
and that temporarily no action relating to the NDA
requirement would be taken but that any continued
marketing of Estratest was at Solvay's risk. Since
that time and to this date, Solvay, while continuing
to market Estratest, has been trying to get approval
of NDAs for Estratest, but has gotten a series of
not-approvable letters.

C. Breckenridge Enters the Market

In the spring of 1997, Breckenridge introduced a
drug, Menogen, into the marketplace. This drug
contained esterified estrogens and methyltestosterone
in the same dosafes as Estratest and was marketed
as the generic equivalent of Estratest. Breckenridge
did not obtain approval of an NDA or ANDA before
marketing Menogen, and has not obtained approval
to this date. Breckenridge relies on Solvay's
contention that Estratest is legally on the market
without approval to extend also to Menogen.
Shortly after Breckenridge began marketing
Menogen, they received notification from Solvay
that they believed Menogen infringed on Estratest’s
trade dress and that the generic equivalency claims
constituted false advertising. In response,
Breckenridge filed this suit for a declaratory
judgment that their marketing of Menogen did not
infringe the Estratest trade dress or constitute false
advertising under the Lanham Act. Solvay
counterclaimed, asserting claims for trade dress
infringement and faise advertising under the Lanham
Act, the Florida Deceptive and Unfair Trade
Practices Act and common law unfair competition
law.

After discovery, both parties moved for summary

judgment. The district court granted summary -

judgment for Breckenridge. On the trade dress
infringement claim, the court held that no reasonable
fact-finder could find a likelihood of confusion as to
source between Estratest and Menogen. On the
false advertising claim, the court held that because
both parties were allowed on the market without
FDA approval, the false advertising analysis was not
governed by the FDA regulations regarding generic
ydrugs and that in this world of non-regulated
pharmaceuticals, a lower standard of equivalence
was sufficient to render Breckenridge's claims
literally true.

Page 3

Solvay appealed the summary judgment to this
Court, arguing that the district court erred in its
likelihood of confusion analysis and that drugs
allowed on the market without FDA approval should
still be subject to the FDA equivalency standards for
advertised claims of generic equivalency. After
Solvay filed its initial brief, the Department of
Justice and the FDA filed an amicus curiae brief to
address what they perceived as errors in the district
court's opinion regarding the regulatory status of
Estratest and Menogen and the resulting use of a
different equivalency standard for generic drugs than
is specified in the FDCA and FDA regulations. The
government pointed out that the FDA's position is
that neither drug is lawfully on the market because
both require an approved NDA or ANDA before
they may be legally sold, raising the point that
unclean hands might bar either party from
benefitting from trade law protection. The
government did not explain why the FDA failed, for
well over thirty years, to enforce the law and
remove Estratest from the market. In response to
the government's brief, both Solvay and
Breckenridge harshly criticized the government for
not reading the record, claiming that neither party
ever told the court that they weren't subject to FDA
regulation. Both parties continued to maintain,
however, that although regulated they were not
subject to FDA approval.

*4 At oral argument, both parties continued to
assert that they were lawfully on the market,
although they could not articulate consistent or
specific reasons why. [FN1] They claimed to be
surprised by the issue, claiming that it was never
raised before the district court. At the end of oral
argument, both parties agreed to submit
supplemental briefs on the issue of whether
protection was available under the Lanham Act for
drugs sold in violation of the FDCA. Instead, two
days before their supplementali brief was due,
Solvay filed this motion to dismiss their appeal with
prejudice. Breckenridge responded by requesting
sanctions for a frivolous appeal pursuant 1o
Fed.R.App.P. 38, and in the process executed a
head-snapping reversal of position regarding
Solvay's representations to the district court about
Estratest's regulatory status. They did not,
however, oppose Solvay's motion to dismiss.

FNi. The parties may have been attempting to
argue that, because it declined to order Solvay to
remove Estratest from the market and instead
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warned Solvay that continuing to market Estratest
was “at its -own risk,” the FDA's behavior
amounted to a waiver of sorts. We need not reach
the merits of this argument, because, among other
reasons, it was never clearly raised before the
district court or before us. Instead, the parties
misrepresented the facts to both courts, arguing
that neither Estratest nor Menogen needed FDA
approval. '

II. ANALYSIS

It seems obvious to this Court that this last-moment
motion to dismiss, after the completion of oral
arguments and without a settlement agreement,
resulted from Solvay's realization that it was caught
misrepresenting Estratest's regulatory status and
wishes to avoid a published opinion that would alert
the world to its misdeeds. This case comes right up
to the line where the interests of justice would
require us to deny Solvay's motion. See Shellman
v. United States Lines, Inc., 528 F.2d 675, 678 (Sth
Cir.1975). Especially in light of the fact that the
motion is unopposed, we will -grant it. In our
supervisory capacity, however, we feel that we must
review the attorneys' conduct before this Court and
the district court and determine whether a
disciplinary referral is appropriate. [FN2] Careful
review of the record has uncovered a pattern of
conduct by both parties' attorneys designed to
mislead and confuse the court regarding the
regulatory status of Estratest and Menogen.
Unfortunately, we must remind these attorneys that
they are officers of the court. As such, they "owe
duties of complete candor and primary loyalty to the
court before which they practice.” Malautea v.
Suzuki Motor Co., 987 F.2d 1536, 1546 (llth

Cir.1993). These duties. are never subservient to a .

lawyer's duty to ‘advocate zealously for his or her
client. In this case, the attorneys for both parties
have frustrated the system of justice, which depends
on their candor and loyalty to the court, because
they wanted to avoid an unpleasant truth about their
clients' conduct. "“In short, they have sold out to the
client." Id., at 1547.

FN2. Although this order focuses on the conduct of
the attorneys for Solvay and Breckenridge, we note
> that the FDA is also due a share of criticism. It is
incomprehensible that Estratest has been allowed
on the market without approval for thirty-five
years. It seems reasonable that most patients
undergoing treatment for menopause fairly assume
that any medication freely available and prescribed
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by their doctor has been proven safe and effective
to the satisfaction of the FDA. They have a right to
expect that the laws, as passed by Congress to
protect them, are being enforced. To this date,
Estratest has failed to satisfy the FDA that it is safe
or effective as required by the FDCA, and yet the
FDA has taken no action to remove the drug from
the market. We are accustomed to hearing
arguments in situations like this bemoaning scarce
governmental resources and the like, but there can
be no good excuse for allowing a company to
violate the law for thirty-five years. If the drug is
not safe or effective enough to be approved, thirty-
five years seems like sufficient time to get around
to taking some action. Certainly, Solvay was on
notice that they were violating the law, and the
FDA's inaction in no way excuses Solvay's
conduct, but neither does Solvay's notice excuse
the FDA's inaction.

Normally, this sort of conduct is caught before it
can do much harm by the adversarial nature of our
system of justice. In this case, however, the
adversarial parties both had an interest in hiding the
fact that they needed FDA approval from the court.
In Solvay's case, admitting that Estratest was not
legally on the market would be fatal to their claims
because the Lanham Act only protects parties
engaged in lawful  commerce. Erva
Pharmaceuticals, Inc. v. American Cyanamid Co.,
755 F.Supp. 36, 3940 (D.P.R.1991)(applying
federal trademark law to equivalent state unfair
competition statute and bolding that party who

. shipped pharmaceutical in violation of the FDCA did

not have standing to sue for trademark
infringement); Clorox Co. v. Armour- Dial, Inc.,
214 U.S.P.Q. 850, 851, 1982 WL 350434
(T.T.A.B.1982)("It has been the consistent position

of this Board and the policy of the Patent and

Trademark Office that a 'use in commerce' means a

'lawful use in commerce’, and the shipment of
goods in violation of federal statute, including the

Food, Drug and Cosmetic Act, may not be

recognized as the basis for establishing trademark
rights.").  This fundamental rule predates the

Lanham Act, and would apply to Solvay's common
law claims, as well. Knights of the Ku Klux Klan v.

Strayer, 34 F.2d 432, 434 (3rd Cir.1929)(affirming

dismissal of case brought by K.K.K. against former

members who were using the Klan's trademark,

because Klan was using the mark while conducting

unlawful activities). [FN3]

FN3. This issue was to have been addressed by the
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parties’ supplemental briefs. Instead, Solvay filed
its motion to dismiss, thereby seeking to avoid
what could very well have been an adverse ruling.

*5 1 jkewise, Breckenridge had an interest in hiding

the FDCA violations from the court. Since this
litigation began, the FDA has taken action against
Breckenridge for, among other things, marketing
Menogen without FDA approval. [FN4] Naturally,
they would like to avoid making any admissions in
this case. Furthermore, Breckenridge based its
entire defense to the false advertsing claim on the
theory that there is a segment of the pharmaceutical
market that is not subject to FDA approval, and that
these drugs should be subject to a less stringent
. equivalency standard for the purposes of advertising
generic equivalency. This theory is entirely
dependent on misleading the court into believing that
neither Estratest nor Menogen require FDA
approval.

FN4. Once again, we are baffled as to why the
FDA decided to go after the generic manufacturer,
which had been marketing the drug for
approximately one year, while ignoring Solvay's
violations, which had been ongoing for thirty-five
years. If we understand the government's
argument, Breckenridge had violated- other
provisions of the FDCA, which made the
enforcement action more urgent. Nonetheless, this’
seems insufficient to explain an enforcement
differential of thirty-four years.

As discussed above, we believe that there is no
magical exception that allows Solvay or
Breckenridge to opt out of the FDA approval
process. As the government's brief points out, both
Estratest and Menogen are "new drugs” under the
FDCA and require approved NDAs or ANDAs
before they may be lawfully marketed. Because
both parties had incentive to avoid addressing this
threshold issue, the attorneys on both sides actively
attempted to mislead and confuse the district court
and this Court regarding the regulatory status of
both drugs.

A. District Court Proceedings

. Despite both parties’ assertions that the effect of
Estratest's regulatory status on Solvay's claims was
not before the district court, review of the record
reveals that the court was intensely interested in why
the drugs were sold without FDA approval. The
fact that the court did not specifically address the

*
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legal effect of the unapproved sale of Estratest is
unsurprising, given that the attorneys misled the
court into thinking that their clients did not need
approval. It is only because of the attorneys’
misconduct that the issue was not directly addressed.

Prior to the summary judgment motions, there were

two hearings before Judge Ryskamp at which the
attorneys successfully confused and misled the court.
On several separate occasions, Judge Ryskamp
inquired about why neither drug needed FDA
approval. When confronted with these questions,
the attorneys either changed the subject without
answering or gave a vague explanation claiming that
for historical reasons the drugs were either not
subject to FDA regulation or did not require FDA
approval.

At a hearing on January 15, 1997, L. Norwood
Jameson, attorney for Solvay, made the following
excerpted statements in response to questicns from
the judge regarding Estratest's regulatory status:
“Besides, these are not approved or these are not
subject to FDA regulation ..."
"It is thar this drug {referring to Menogen] is not
technically subject to FDA regulation. We can't
belp that this drug is not subject to FDA
regulation, because quite frankly, if it was, there
is no chance that their drug would be on the
marketplace today."
At the same hearing, Susan Allison, attorney for
Florida Breckenridge, made the following
statements:
*6 "It's a historical anomaly, but these are not
approved drugs and they are not required to be
approved drugs.”
"It's a historical. That takes the too much time to
explain, your homor, but basically for historical
reasons, they are allowed on the market at this
time without FDA approval.”
"That's true, but basically it is a regulatory,
historical regulatory issue as to why Estratest is
not approved, but as a result, Menogen doesn't
have to be literally approved either. That's the
situation we are in. We are in an exception, an
exceptional case, your Honor."
There can be no question as to whether the
attorneys knew that they were confusing the court.
Besides the repeated questions about FDA approval,
the judge stated, "It just seems strange to me--it
does require a doctor’s prescription, but apparently
it may be so simple it doesn't require FDA
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examination. I don't know why the FDA is
involved in it.”

At a later hearing, on June 25, 1997, Mr. Jameson
made the following statements:
“There are certain exceptions to that rule
[referring to FDA approval] and this case falls
within that exception.”
"Quite frankly, I found it mind boggling when I
got involved in this litigation that in fact a
company could come on to the marketplace and
sell a drug that has not been approved by the
FDA, but in fact that can happen. There are
certain situations when that can happen and that's
what's going on right here.”
" ... is that the drugs at issue, okay, the Menogen
drug at issue, they don't have to have FDA
approval to have it in the marketplace."
Jameson also introduced a colleague he described as
an FDA law specialist to bolster his assertions. This
specialist, Mr. Howard, said, "Estratest, your
Honor, was introduced back in 1966. At that time,
it was shortly after the Food and Drug Act [sicl had
been substantially revised by Congress and in that
context, Estratest was introduced without going
through the NDA approval process. Estratest today
remains a product that is permitted on the market
without prior NDA approval.” Once again, there is
ample evidence that the attorneys'
misrepresentations effectively confused the court.
Judge Ryskamp stated, "(I]f I am hearing you
correctly, neither one is FDA approved and neither
one has been tested by the FDA, and yet it sounds,
if I understand Solvay's argument correctly, they
say well, we may be grandfathered in because we
made this long before certain regulation were in
effect, but now there are new regulations that affect
the competitor but not us." '

The attorneys effectively misled Judge Ryskamp
into believing that Estratest's legal status had been
established under a grandfather provision that caused
them not to be regulated by the FDA. As previously
discussed, there is no possibly valid legal argument
that would make this characterization true. Both
parties admit that they are not subject to the
grandfather provisions of the FDCA, and both drugs
*were introduced after the 1962 amendments. The
judge clearly relied on the attorney's
representations, and, in fact, based his decision on
the false  advertising claims on  these
misrepresentations.

Page 6

B. Circuit Court Proceedings

*7 In their briefs, the parties continued to make the

general assertion that they were allowed on the
market without approval. After the government
filed its amicus brief, pointing out that both products
were marketed unlawfully and that the attorneys had
misrepresented the drugs' regulatory status, both
parties responded by misrepresenting their own
conduct at the trial level. Breckenridge accused the
government of not reading any portion of the record
below and of fabricating its charge, claiming that
neither party ever represented to the court that the
drugs were mnot subject to FDA regulation:
"[N]either Solvay nor Breckenridge ever referred to
Menogen or Estratest as 'unregulated.” " Solvay
then jumped on the government-bashing bandwagon,
claiming that "neither party made any such
representation,” and claiming to be "perplexed by
the district court's statement that the drugs were not
‘regulated’ by the FDA." These assertions are
outrageous. As quoted above, Mr. Jameson
specifically told the court on two occasions that the
drugs were "not subject to FDA regulation.” Such
mischaracterizations of the record are particularly
egregious, considering that both amorneys made
them while accusing the government of lying about
the record.

- At oral argument, the misconduct continued.

Jameson first argued that Estratest was lawfully on
the market as a direct result of the DESI review
process. Jameson's statements give the impression
that Estratest, itself, was subject to DESI review. It
was not. As discussed above, Estratest was not even
on the market in 1962, nor did it ever have an

—approved NDA. Further, his description of the

purpose of DESI as being to examine drugs on the
marketplace to see if they should remain on the
marketplace is very misleading. The purpose was to
examine drugs already approved as safe by the
FDA, and to help drug companies provide the FDA
with an evaluation of their efficacy. Estratest has
never, to this date, been approved by the FDA as
safe or effective. Jameson further misled the Court
by characterizing the DESI process as an
“alternative to the 'formal’ approval process.”  In
fact, there are no alternatives to the "formal”
approval process for DESI or ISR drugs. All DESI
and ISR drugs are "new drugs” under the FDCA
and require approval of an NDA or ANDA before
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lawful marketing, FDA Compliance Policy
Guidelines § 440.100; United States v. Hiland, 909
F.2d 1114, 1126 (8th Cir.1990). DESI never
operates as an alternative to such approval. The
falsity of this characterization is further proved by
the fact that, subsequent to the publication of the
DESI 7661 notice, Solvay filed an ANDA in an
arempt 1o get approval and was warned by the FDA
that marketing of the drug was at Solvay's risk.
Jameson knew this--the information is all in papers
that he appended to his reply brief as evidence that
FDA knew that Estratest was on the market.

After realizing that this Court would not be so
easily bamboozled, Jameson aunempted to refine his
argument, arguing that the DESI review somehow
operated as conclusive proof thar Estratest falls
under an exception under the FDCA known as the
GRASE exception. Because we dismiss this appeal,
we are precluded from ruling definitively on this
claim. However, our review of the law, at this
stage, points to the conclusion that it is wholly
without merit.

*8 If a drug is generally recognized among
qualified experts as safe and effective, it is not a
new drug under the FDCA and therefore does not
need an NDA. 21 U.S.C. § 321(p)1); Weinberger
v. Hynson, Westcott & Dunning, Inc., 412 U.S.
609, 613, 93 S.Ct. 2469, 2475, 37 L.Ed.2d 207
(1973). However, GRASE is a term of art, and the
Supreme Court has explained that it really is not
much of an exception because it requires at least the
same exacting proof that NDA approval requires.
Hynson, 412 U.S. at 629, 93 S.Ct. 2469 ("We agree
with FDA, however, that the statutory scheme and
overriding purpose of the 1962 amendments compel
the conclusion that the hurdle of ‘general
recognition' of effectiveness requires at least
‘substantial evidence’ of effectiveness for approval
of an NDA."). Furthermore, GRASE cannot be
“construed to provide a way to evade the regulatory
process by allowing a firm that has repeatedly failed

to gain approval of an existing NDA to opt out of

the approval process. Id., at 631, 93 S.Ct. 2469
("But, we cannot construe [the GRASE exception] to
deprive the FDA of jurisdiction over a drug which,
if subject to FDA regulation, could not be marketed
because it had not passed the ‘substantial evidence'
test. To do so 'would be to impute to Congress a
purpose to paralyze with one hand what it sought to
promote with the other.' ). Consequently, it would

appear that Estratest cannot satisfy the GRASE
exception.

Finally, Jameson argued that the FDA's failure to
take action to remove them from the market proves
that they are GRASE. Obviously, this is nonsense.
Courts have already held that the FDA policy of
deferring the removal of ISR drugs from the
marketplace is not a defense, even to criminal
prosecution for marketing a new drug without an
approved NDA. Hiland, 909 F.2d at 1125-27. In
order to fall under the GRASE exception, a drug
must meet requirements at least as stringent as those
for NDA approval. Solvay has continually failed to
obtain approval based on the evidence it has
provided the FDA. They may not, then, circumvent
the approval process merely by marketing their drug
in defiance of the FDA for thirty-five years. Solyay
has been attempting to get approval of its ANDA/
NDA for 27 years, and has gotten a continual stream
of not-approvable letters. The very fact that they
are seeking approval indicates that they do not
honestly believe that they fall under the GRASE
exception. Furthermore, the exception cannot be
used to succeed where the FDA screening process
has specifically denied approval. This would
pervert the statute, as the Supreme Court noted.
Finally, even if Estratest could be said to pow, in
1999, to have gained GRASE status, that status
would not retroactively render the past thirty-tive
years of illegal marketing lawful.

After oral argument, Solvay filed this motion to
dismiss its appeal with prejudice, pursuant to
Fed.R.App.P. 42(b). The motion gave no reason
for the dismissal. In response, Breckenridge filed a
request for sanctions pursuant to Fed.R.App.P. 38,
arguing that the sudden, last-minute request for
dismissal confirmed that the appeal was frivolous.
In contrast to the fervent and accusatory denial in
their brief, suddenly Breckenridge complains that
they were prejudiced because of various affirmative
misrepresentations that Solvay made to the court
regarding Estratest's regulatory status. They even,
most helpfully, quote one of Mr. Jameson's claims
to the district court that the drugs are not subject to
FDA regulation. As a reminder, this is one of those
claims that Breckenridge previously insisted was
never made. According to Breckenridge, Solvay's
continuous misrepresentations kept a frivolous
appeal going and forced Breckenridge to defend it.
Breckenridge's  sudden  dismay over the
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misrepresentations brings to' mind Captain Renault
from Casablanca (Metro-Goldwyn-Mayer 1942)
who, in the midst of collecting his nightly winnings,
closed Rick's Cafe down because he was "shocked:
shocked to find that gambling is going on here!” It
is quite bad enough that Breckenridge cooperated
with Solvay in misleading the Court; it is offensive
that they now complain they were prejudiced by the
very misrepresentations that they aided and abetted.

[II. CONCLUSION

*9 During the course of this litigation, Mr. Jameson
and Ms. Allison (and by extension their respective
law firms, King & Spalding and Jeffer, Mangels,
Butler & Marmaro) engaged in a pattern of practice

.

e

e

designed to mislead and confuse the court regarding
the regulatory status of their clients's drugs.
Although we grant the unopposed motion, we are
referring this matter to the disciplinary committee of
this Court for further consideration.

Appellant's motion to dismiss this appeal with
prejudice is GRANTED.

Appellee’s motion for damages pursuant to
Fed.R.App.P. 38 is DENIED.

REFERRED 10 the disciplinary committee.

END OF DOCUMENT
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