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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 5 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), 21 U.S.C. §§ 335a and 33533. 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 abbreviated 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 33533; 21 CFR § 17.17. 



In addition, Petitioner believes that the Stipulations and 

Stipulated 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. 

II. 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. § 335a(a)(2)(A)and(B). See Stipulations and 

Scheduling Order, filed October 

(A) ; Stipulated Record (SR) at 13- 

Admissions of Fact and Proposed 

27, 1999, (Stipulations) at ¶ 3 

15l (58 Fed. Reg. 54156 (Oct. 2C 

Final Debarment Order). 

)I 1993))(Denial of Hearing and 

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. 

1 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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5 201 Cc) (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. 

5 335a(a)(2) (A) and (B). SR at 13-15. 

Subsequently, Matkari became director of Napean Enterprises, 

Inc., Wpan), a Colorado corporation organized for the purpose 

of marketing wholesale pharmaceutical products. Stipulations at 

¶ 3(B) and (C); SR at 17-22. Matkari is its sole director. 

Stipulations at ¶ 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 ¶ 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, Menogen. SR at 

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

98-4604, 1999 WL 292667, at *5 (reproduced at SR 130-132)). The 

Menogen was then distributed by one or more other companies under 

arrangements that Matkari made. Stipulations at ¶ 3(C) and (H); 

SR at 49-52; 57-89; 101; see also Florida Breckenridse, Inc. v. 

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

Fla. March 18, 1998). Indeed, that arrangement has spawned a 

series of lawsuits, see Stipulations at ¶¶ 3(I) and 3(K), and, in 
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at least two of those cases, the court has recognized that 

Menogen is an unapproved new drug, marketed in violation of the 

Act. See Florida Breckenridae, Inc. v. Solvay Pharmaceuticals, 

No. Inc., 98-4604, 1999 WL 292667, at *5 (11th 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 the 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 ¶ 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 

¶ 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 
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particularly large amount of raw material, in March of 1997. SR 

at 54-55. 

B. Statutorv Backsround 

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. 5 355(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. 5 355(j). However, drugs marketed 

under ANDAs must be demonstrated to be bioequivalent with the 

innovator, and any changes in manufacturing procedures or 

ingredients must be preapproved by FDA. 21 U.S.C. 

§ 355(j) (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 335c, was 

enacted in response to findings of widespread fraud and 

corruption in the generic drug industry. The GDEA requires the 



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. 55 335a(s)(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 dpplication 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. 5 335b(a). 

'The 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). 
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III. ARGUMENT 

A. Standard For Summarv 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 § 17.17(b). 

The general principles that govern summary judgment 

proceedings in the Federal courts apply to administrative 

proceedings under the Act. See John D. Copanos 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 judgment is intended to "isolate and dispose of factually 

unsupported claims or defenses." Id. at 323-24. 
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To be entitled to a summary decision, the moving 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 defeated 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 governing 

law" will suffice to defeat this motion. Anderson v. Libertv 

Lobbv, Inc., 477 U.S. 242, 248 -(1986). 

Here, these proceedings are conducted to determine "whether 

the respondent is liable for a civil money penalty and, if so, 

the appropriate 

considering any 

§ 17.33(a). To 

amount of any such civil money penalty 

aggravating or mitigating factors." 21 C.F.R. 

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 
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violation." 21 U.S.C. §§ 335a(c)(l)(G) and 335b(a); see also 2L 

C.F.R. 5 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 is 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, provided any evidence that a challenge 

to the underlying conviction has been presented to 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 
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led to this proceeding, 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 ¶ 3(A), 

3(D) and Amended Stipulation ¶ 2. 

Matkari 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 

duration. 21 U.S.C. i 

5 335a(c) (1). 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. 

1. 

The 

There Is No Genuine Issue About Matkari, During 
The Period Of His Debarment, Providing 
Prohibited Services Within The Meaninq Of The GDEA 

The Prohibition On "Providinq Services In Anv Capacity” 

GDEA prohibits, among other things, an individual from 

"providing services in any capacity to a person that has an 

approved or pending drug product application." 21 U.S.C. 

5 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 frequent 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 individual] 
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 
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Stipulations, however, confirm that Matkari's involvement 

greater and that he played a key role in arranging the 

manufacturing and marketing of an unapproved new drug and that he 

was far 

conducted this activity for more than one year. Stipulations at 

¶ ¶ 3(B), (Cl, CD), (El, (F), (HI; Amended Stipulations at ¶ 2; 

Stipulated Record at 41-44, 54-55, 57-93. 

2. Matkari's Actions Were Prohibited Bv 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 

¶ 3(B),(G), and (D). Matkari purchased and arranged the delivery 

of the active ingredient raw materials for the Menogen Sage 

manufactured under that agreement. Stipulations at ¶ 3(E); SR at 

25-26, 31, 54-55, 91. Matkari also identified customers for the 

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 
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either a "Breckenridge" or "Sage" label, with Napean identified 

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. § 335a(t)(l)(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 - S5616 (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 To 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 
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dispute this point: Amended Stipulation at ¶ l(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(t)(l)(B). The D.C. Circuit 

has construed this prohibition to extend from the "board room" 

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

Druq Administration, 77 F.3d at 509. 

Moreover, contrary to the argument Matkari suggests, the 

to 

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. .a 21 U.S.C. § 335a(t)(l)(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 Druq Administration, 77 F.3d'at 509. The 

plain wording of the GDEA makes clear that Congress held debarred 

individuals and those to whom they provide services to two 

different standards when setting liability for a violation of 

debarment. While the recipient of the debarred individual's 

services can only be held liable for a knowinq violation, 
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Congress included no such element in establishing the offense of 

the debarred individual.3 

"[Wlhere 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." Russell0 

V. United States, 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. 

3Moreover, 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 question 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 ¶ 3(L). 
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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 approved 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 ¶ 2; SR at 46-47. 

1. Matkari's Dealinqs With Saqe 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 argument 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. Stipulations at ¶¶ 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 
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lack of knowledge of Sage's plans is simply irrelevant. See also 

21 u.s.c. 5 321(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 he, as a debarred person, not do. 

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

Any claim of ignorance about Sage's application that Matkari 

might make is particularly inappropriate in this case, for 

Menogen, the product he arranged for Sage to manufacture, should 

have been the subject of an approval application, but was not. 

See Florida Breckenridse, Inc. v. Solvav 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) 

(2) 

(3) 

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

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 

there is 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 l(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. 
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E. Matkari Should Be Assessed The Statutorily-Permitted 
Maximum Penaltv of $250,000 

1. There Is Sufficient Basis For Assessing 
The Full Penaltv 

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 amount 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 justice may 
require. 

21 U.S.C. 5 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 requirements 
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were met for Menogen. Stipulations at ¶ 3(F); SR at 90-93. 

Moreover, this arrangement continued for over one year. SR at 

mm 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 ¶ 3(D),(E), (F), and (H); SR at ¶¶ 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 like him, that he is 

not free to disregard the law, nor will efforts to circumvent it 

be tolerated. 
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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 ¶ l(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 above, the Stipulations and Stipulated 

Record demonstrate that Matkari was a key part of a long-term 

scheme to manufacture and 

debarment and the GDEA as 

requirements. The record 

distribute a drug in violation of his 

well as the Act's approval 

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 violation." 21 U.S.C. 5 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 further 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 

21 



conviction for abusing the ,drug approval process, as well as his 

continued disregard for the Act's approval requirements, the full 

civil money penalty amount of $250,000 is warranted. See 

generally, United States v. An Article of Drus...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, 

there 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: 
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 II* 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, Esq. 
Christopher B. Mead, Esq. 
London & Mead 
1225 19th Street, N.W. 
7th Floor 
Washington, D.C. 20036 

nnamarie 
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PETITIONER'S MOTION FOR SUMMARY DECISION 52 
4 
.A 

Petitioner, the Center for Drug Evaluation and Research,,, 
A 

Food and Drug Administration, files this motion for a summary 3 

decision pursuant 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 

Pharmaceuticals, 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. 5 335a(c)(l)(G) and 335b. In addition, the 

Stipulations and Stipulated Record support assessing the entire 

$250,000 penalty against Respondent. 
5~ 



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 

n 

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 

RAJARAM K. MATKARI 
1304 Riverglen Way 
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) FDA Docket No. 98N-0562 
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PROPOSED FINDINGS OF FACT AND CONCLUSIONS AND ORDER 

The Stipulations and Admissions of Fact and Stipulated 

8 

3 
c, 
4 

23 A 
. ’ 
3 

Record establish that Respondent Rajaram K. Matkari has violated 

21 U.S.C. 5 335a(c) (1) (B) and, pursuant to 21 U.S.C. 

§§ 335a(c)(l)(G) and 33533(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. 

5 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 5.10(a) (1). 

3. Under 5 U.S.C. § 3105 and 21 U.S.C.5 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. 



5. Respondent Rajaram K. Matkari (Respondent or Matkari) is 

a resident of the state of Colorado 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, 1993)), 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(t)(l)(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. 

2 



12. Mr. Matkari provided to Sage services that are 

prohibited by 21 U.S.C. §§ 335a(a)(2) and 335a(t)(l)(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(t)(l)(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 violation. 

15. Mr. Matkari is able to pay the full amount of $250,000 

permitted to be assessed under 21 U.S.C. 5 33533. 

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, 

3 



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

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

individual. 

Administrative Law Judge 

cc: 

Annamarie Kempic 
U.S. 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, Esq. 
London SC Mead 
1225 19th Street, N.W. 
7th Floor 
Washington, D.C. 20036 
Telephone 202-331-3334 
Fax: 202-785-4280 
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fN THE UNITED STATES DISTRICT COURT ,:j+., I<'. .2;2 
FOR TIIE DISTRICT OF XARYLAND -.'.-I _ - ._ _ ,. . . . . . . I - . . 

b' w .:. .f .-.e ...** . ,., 
q. * '.'..,;. .I'._ 

!JNITED STATES OF AKmIU c--'-' 
l 

V. 

ItAf MTtiI 

t 

@~A@ - 

cRrn1NAL No. /4-m5g 

* 
(Giving an Unkavful 
Gratuity, 18 U.S.C. 

+ s 2wc~(l~(A)) 

I-TIOH 

The United States Attorney for the District of Karyland 

charges : 

1. At all times pertinent to this Information: 

r . a) The Division of Generic Drugs of the Food and 

Drug Administration (FDA) VdS responsible for / rwicufng 
applications submitted by pharmaceutical manufacturers recking 

approval to market generic drugs to the public. The offices of 

the Division of Generic Drug8 vese located in Rockville, 

Marylandz _, 

b).- Chsrlcs'Y. Chang vas a public oificial, to vit: 

a Branch Chief in the Division of Generic Drugrr. nr. Chang van a 

resident of the State and District of Chryband. fn him upscity 

as a Branch thief, Charles Y. Chang supervised a group of 

6hemista vho rcvieved applications submitted by various generic 
** 

drug nmnufacturcre. 

Cl Pharmaceutical Basics, Inc. (hereinafter PBI) 

was a manufacturer of generic drugs with its headquarters located 
. L 



in Denver, Colorado. PBI regularly Suhfttad drug applications 

for review and approval by the Division of*Cencric Drugs. 

d) W MTIURI vas the Vice Presfdrnt for 
Regulatory Affairs and Product Development of PaI: 

2. On or 8bout August 19, 198'1, in the State and 

District: of Ruryland, 

ethervisa than as provided by lav for the proper diachrgr of the 

offfcfrl duties of a public official, did offer md give 8 thing 

of value? to wit L $2,000 in United Strtcs futtency, to C2mrhs 

T. Ctung, A public offkid, for and bouuse of official acts 

tiut the said Chrlcr Y. Clang had performed and vu to perfotrp. 
r . . 

28 U.S.C. s 2Bl(C)(l)(A) 

l 

nni ted Attdtaey 
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U.S. Depwrment of Justice 

G?J:fc (CRIME004) 

Hamilton Pi Fox, III, Esquire 
Dewy, Ballantine, Rushby, 

Palmer 6 ifood 
1775 P&nhsylvania Xvsnue, N.W. 
:,Jashingtan, D.C. 20006 

Re: Raj i4atkati 

Dear Yr- Fox: 

This letter 
Raj Yatkari, 

conf ims the agreement'betveen your client, 
and the United. States Attorney's Office .for the 

District- of Maryland ("the government'). Ths terms of the 
agreement are as follovs: 

1. Yr. Yatkari agrees to waive Indictment and plead 
guilty to d criminal Information charging him vith one count of 
giving a gratuity to a public official in violation of 18 U.S.C. 
5 201(c)(l)(A). Mr, (Slatkari admits that he is, in fact, guilty 
of that offense and will so advise the Court. 

2. The maximum sentence provided by statute for this 
charge is as follows: "fr . 
2 y93rs 

Natkari is subject to imprisonment for 
and a fine of $2SO,OOQ. In addition, Hr. Xatkari must 

?ay $SO.-OQ as a penalty assessment under 18 U.S.C. S 3013. 

3. Hr. Yatksrl agrees to cooperate with the government 
on the following terms and conditions: 

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

*= 
(b) ?4r. Xatksri shall cooperate completely with 

federal lav enforcement authorities in any matter as to which his 
cooperation nay be relevant. Ye shall comgly vita any and all 
reasonable instructions from such authorities vith respect to the 
specific assistance that he shall Trovide. r' . 
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Hsmilton P. Fox, III, Esq. 
Decerthr 5, 1988 
Page Tuo 

before grand 
ICI Hr. tiatkari shaL.1 testify fully and truthfully 
juries and at 

testfmony msy be relevant. 
all trials oE cases at which his 

4. In ra turn fOC the 
Mr. Yatkari of al1 of 

complete EuLfiLlmeflt by 
his obligdtions under this agreement, the 

government agrees a3 follows: 

(4 When he 
sentencing for tfia offense to 

a?pearJ before the Court for 

guilty, the govenment 
which he has agreed to plead 

*dill bring to the Court's attention and the 
Court will be entitled 
his cobp%ration, 

to consider (i) the nature and extent of 
and (ii) all other relevant information wittt 

respect to his background# character and conduct. Additionally, 
the government will. be entitled to bring to the Court's attention 
and the court wiL1 be entitled t0 
Hr . Hatkari to fulfill. any of his 

consider any 
obligations 

failure by 

agreement. 
under this 

(5) At Mr. Hatkari's sentencing, t?e government 
vill make no recommendation to the Court regarding sentencing. 
Xr. Hatkari must understand that the Court is not a party to and 
is not bound 'by this agreement. In the federal criminal system, 
sentencing is a matter solely vith?in the discretion of the Court, 
and the Court could impose any sentence it may deem appropriate 
up to and including the statutory maximum 
Paragraph 2, 

stated above in 

5. If Ye. !!atkari has failed or should fail. in anv way 
to fulfill completely each and every one of his obligations Under 
this agreement, then the government vi11 be released from its 
commitment to honor all of its obligations to him. 
example, if' at any time 

Thus, for 

evidence 
he should knovingly withhold' material 

not be 
from federal law enforcement authorities or otherwise 

compLeteLy truthful vith such authorities or in his 
testimony before grand juries or. at trials, the the government 
will be free (if to prosecute him for perjury, false declaration, 
false statement and/or obstruction of justice: (ii) to charge him 
with other offenses, if any/ that he has committed; (iii) to use 
against him in all of those prosecutions the information and 
documents that he himself has disclosed to federal lav enforce- 
ment authorities during the course of his cooperation; and (iv) 
to recommend to the Court any sentence 
considers appropriate, 

that the government 

se<tence. 
up to and including the maximum possLble 

6. Whether or not Hit. Matkari has completely fulfilled 
all of his obligati.ons under this agreement shall be determined 

. iMo4 



Hamilton P. Fox, III, Esquira 
December 5, 1988. 
Page' Three 

by the Court 
closures 

in an appropriate 
and documents 

proceeding at which his d is- 
shall be admissible and at which the 

government shaL1 Se required to 
preponderance of the evidence. 

establish his breach by a 
Yr. Yatksri understands and 

agrees that he shall not be relieved of his obligations under 
this agreement or permitted to dithdrav his guilty ?l.ea solely 
because the government 
obligations. 

is relieved of any or aLL of its 

7. Nothing in this agree.mcnt shall be construed to 
protect -Yr. !4atkari in any way from .prosecutLon foe perju,y, 
false declaration or 
investigtition, 

false statement in connection with this 
in violation of 18 'J.S.C. 55 1621, 1623 or 1001, 

or from prosecution for any other offense committed by %im after 
the date of this letter. The information and documents that he +. 
discloses to the government pursuant to this agreement may be 
used against him in any such prosecution. 

a. te. 
under 

Matkari vaives and agrees to vaive any rights 
the Speedy Trial Act and Local Rule 30, and he understands 

that his sentencing may be delayed unril his cooperation has been 
completed so that at sentencing the Court will have the benefit 
of all rsLevant information. 

9. 
this case. 

This Letter states the complete plea agreement in 
There are no other agreements, promises, undertakings 

or understandings between W. Hatk'ari and the government. 

10. If Nr. 
and condition of 

Matkari fully accepts each and every term 
this Letter, please sign and have ,Yr. Matkari 

sign the original and return it to me promptly. The enclosed 
copy is for your file. 

Very truly yours, 

Breckinridge L. Willcox 
United Stated Attorney 

t U. S. Attorney 



‘.. 

. 

. . 

i 

Hanilton P. Fox, III, Esquire 
December 5, 1988 
Page Four 

part of it with my attorney. 
I have read this agreeaent and carefully tevie*red every 

agree to it. 
I understand it, and I voluntarily 

I anI ‘jr. Yatkari’s attorney. 
every part of this agreement vith him I have carefully revie*red 
decision to enter into this agreemeit ?s my kn3v1edger his 
voluntary one. an inforaed and 

.., -. 0,’ 
e ../:-, ; 

Date 

. . 

I 
/ / ‘)*.I ,I . * “,;(, * . f 
I . A:, ..* 

Yaailton P. Fox, III, 'Esquire 
At tarrley for Ra j HLtkari 



UNITEO STiTESOF AMERlCA 
v. 

w RAm1 

(Name and Address of ,hfendam) 

JUOGMENT fN A CRlMlNAC CASE 

Case Num her: m-89-0159 

Gary P. Jordan 
Attorney for United States 

H&lton P. FOX, rrx . 

Attomey for Oefenaant 

TFfE OEFENOANT ENTERED A PLEA OF: 

[Z guilty U nolo contendere] a3 to count(~) me (1) 
z not guay as ro count(s) 

THERE WAS A: 
[Z Unaing 5 vMCiC:]OfgUilty as toCount 

THERE WAS A: 
(; finding f verdict] of not guilty as to count(s) 

jucgment oiacauittaf as tocOunt 

- The aefenaant is acauifted ar,d discnargw as to tn191tnese count(s). 

_ THE DEFENOANT IS CONWCTED OF THE OFFENSE(S) Of: 
Giving an Unlawful Gratuity. 

u.s.c 
l I Title 18, Section 201(c)(l){, 

1T IS THE JUOGMENT OF THIS COURT THAT’: Ivsition of sentence is sumx&d and, 
Defendant is placti on probation for Three (3) Years vith So0 hours of*cormunity 
serdce. A Fine of $2,WO.Q0 is imposed. 

bf? 
In addition to any coclditions of probation imposed above, IT IS OROERED tnat the conditions of pmba- 
tion sat out on the werse of this judgment are imposed. 

., f? I 
3E’d pss LZ3 I@: sdwa3a3ma4 ZS:~@ 666T-CB-d3S 

~~-. 



IT rs FURTHER OROERED tnat the4 delend~fv snail pay agrl 91feciai ajse~smentot s 50.00 
, Dursuant to Tiff0 18, USC. Section 3013 far count(s) I ) . %5%95%x 

If 6 FURTHER ORDERED mat the defendant shall pay to the United States attorney 101 (nis dlstrlct any amount - 
imoomd da a oh, mssrfWon or special assessment. 7% defendant 9t-1811 pay to tnr’ CM* of tn6 COUR any 
amount imDOsed as a co31 ot PfQSOCution. Until all fineg. restitution, special l saeH3m@nts and coats are fully 
cad, tl7e aelenaant StWl ifTWnediateiy notify 1Re Unite4 States arlorn@y for this dl!#tnct ot.,q change ifi name 
am.dadfess. , . 

* . 

IT IS FURTHER OAOERED mat tnd clerk of the coun deliver d certified copy of this judgment to the United 
State3 marsnal of thij alstrict. 

Q The Court orders commitment to the custody of the AtTOfney General ana reeeemncnds: 

1 havd emucue tms Judgment w ~OIIQWS: 

Defenant delivered on 
Oare 

bWaL witfi d Ceflified cooy of this Judqnenr IR a Crlrninai case. 
. Ihe int(itution designated by the Arfcrney 
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IN THE UNITED STATES DISTRICT COURT 
FOR THE D&STRICT OF MARYLAND 

UNITED STATES OF AMERICA * 

V. * CRIMINAL NO. BAR-89-0159 

RAJ MATKARI * 

**ii*** 

- STATEMENT OF FACTS 

If this case had proceeded to trial, the government 

would have produced evidence to prove the following facts. e 

In August 1987, the defendant, Raj Matkari, was the 

Vice President 

Pharmaceutical 

facturer with 

for Regulatory Affairs and Product Development for 

Basics, Inc. (PBI). PBI is a generic drug manu-' 

headquarters in Denver, Colorado. PBI regularly 

submitted applications to the Div ision of Generic Drugs of the 

Food 6 Drug Administration for apgroval to market its products to 

the public. As Vice President for Regulatory Affairs, Mr. 

Hatkari was directly responsible for monitoring the status of 

these applications. 
. . 

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' review of generic d:ug applica- 

tions. As of August 1987, Mr. Chang and his chemists had 

-* reviewed and recommended approval for several applications 

submitted by PBI and there were a number of PBI applications 

pending in Mr. Chang's Branch. 



Ma’tkar i 

Matkari cashed a check on or about August 7, 1987 and took $2,000 

;a I 
‘. , 

-\ - ,. 
During the summer of 1987; Mr?Chang made known to Mr. 

that he was experiencing financial difficulties. Mr. 

in United States currency from the proceeds with him when he 

travelled from Colorado to the Washington area on August 19, 

1984. OR that date, Mr. Matkari met Mr. Chang at the Bethesda 

Marriott Hotel in Eethesda, Maryland where he gave &U-r. Ghana an 
d 

envelope containing $2,000 in currency. 
. -. 

In July, 1988, Charles Chang began dooperating with the 

government's investigation of corruption in the Division of 

Generic Drugs. On Zuly 29,"198!3, lir. Chang placed a 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 6 Human Services. In this taped conversation, Mr. Matkari 

made statements admitting his payment of cash to Mr. Chang. 

‘ -2- 
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EXHIBITS 

Exhibit 1. October 20,1993 Debarment Order, 58 FR 54156 

Exhibit 2. Art&s of Incorporation of Napean Enterprises, Inc. 

Exhibit 3. Report of July 17,23 and 29, 1997 Inspection of Sage Pharmaceuticals by 
CaroIyn E. Barney, CSO, OIM SE NOL-DO SHR-LA ) HPR-SE4555 

Exhibit 4. March 3 I, 1997 Invoice Number 14893 from Akzo Nobel (Diosynth Inc.) 
to Napean Enterprises, shipped to Sage Pharmaceuticals, for Ester&d 
Estrogens 

Exhibit 5. . - July IO, 14, 16, and 21, 1997 Handwritten Customer Lists and Shipping 
Instructions f?om Raj Markari to Jack Antis, Pegasus Labs 

Exhibit 6. August 12, 1997 Memo from Joan S. Norton, CSO, to Keith Ehrlich, SI, 
Regarding August 7, 1997 Inspection of Pegasus Laboratories 

Exhibit 7. February 14,1997 and May 2, 1997 Letters from Sage Pharmaceuticals to 
FDA Regarding Sage AND-4 
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Federal Rt@mr f vol. 58. Noif- 
I 

i 
,;l I Wednesday, October 20. 1993 / Notfees. ) He- _, 

/ . 

latar than Decadber 31. 1992: 
h the kt interim report, the 
:teIim mpon u-q consist of 
ion on the uses fcr which tie 

must-submit BS it isiavailable, 
3; *he number of ckiken being 
)y CCDBG end o*hi< Federal 
9 and pm-schcol programs: the 
number of child cq programs. 
e providers, caregive s, and 
:orsoriasl in th grsn 98’s 
rea: salaries acd other 

:e collected in k.is set 

sxactton 858L of the Ad. This / Fad and Chug Admlnlstrdon \ 

ii6urs: 13.000. 

Third Meut&g 4# the Advleoy 
Commlttea an @mad Start Quailty an+ 

SUU~Y: Nudce h hereby $val. 
pursuan: to Publid,kw 92-483, the 
Federal Advisory C+nmittee Act. that 
the Advisory Cummirtee on Head Start 
Quality and Expan&on will hold its 
third meeting on Thday. Novemhar 2, 
1993 at the Grand Hyatt Hotel. 1000 H 
St-eet, NW., w*cm. DC. 

If a sign language ln 
needed. contact David BiegeI et the 
address and telep~cte low. 

FOR NmER INFO.WATl N WHTACT: 

David Siegel. 7rh Sear, Aerospace 
Building. 370 L’Enknr F romenade. SW., 
Washington. DC 20047 (202) 401-9215. 

Dated: October If. :993 

IAuTuuca 19 LO~U. 

i 

DepucfAssitintSerrstcy of~mycm 
OFe-ocians. 
1.3 Dee. 9%tSe’3a FM IO- -93; ii:22 
ad 
Ebl- COQC 41u4l-Y 

b.GMCY: Food and Drug hdminisuation. 
HXS. 
AmON: Notice. 

BUMMY: The Depty Coemissione: for 
Operztlcos of the Food and Drug 
htinistrarton IFDAI denies a hearin 
for and issues a 6na.l order permanen: y i’ 
daban-!ng Mr, Baj Ma&ark 130~ 
Riverglen Way. Benhoud. CO 80~13. 
xder section 306(a) of Qe Federal 
Food. Dmq. and Cossetlc Act (the ac,I 
(21 USC 335aW). T’ne Deputy 
Comrnisstoner bases t&s order an her 
&ding that Mr. Mat&i was convicted 
of a Federal felony for conduct relating 
to tha development or appmval. 
in&ding the 
or approval o P 

recess for development 
a drug produa: snd 

relating to the rsgu!atiot of a drag 
product under the ad. 
EFFECT%7 OATI Odober 20.1993. 
AOORESSES: Application for termination 
of debarment to de Dockets 
Management.Brsnch (HFA-305), Food 
azd D-q Ad&nisCatian. nn, l-23, 
12420 ParklaWn Dr., Rockfille. MD 
20857, 
FCR NRniEA INFQQlfAT!OW CONTACT: 
Mgan L Foster. Centat for DNg 
Exluati’on and Research (HFD-3861. 
Food and Dntg Administz~cian. 7500 
Standish PI., Bockvflle. MD 20855.301- 
594-2041. 

SUPPLEMENTART INK)RHATlON: 

I. BacIqround 
Mr. Raj M&ari, the former Vice 

President for Regulatory Affairs and 
P:oduct Development of Pharmacautical 
Basics. Inc. 6BIl. pled guilty and was 
sertenced on Jtiy 28.1989. for giving an 
u.zIawful gratuity, 9 felony offense 
under 113 U.S.C. 2Ol(c)lll(hl. The basis 
for this ‘convic+ion was Mr. Mahri’s 
payment of approximately 52,000 to an 
FDA chemistry review branch chief who 
was involved in the regulation of?BI’s 
d-g products md who v?as specifically 
rerPonsible for su~~ervising the chemists 
who reviewed PaI’s applications to 
datar;nine whether these applications 
me: certain statutory standards for 
approval. 

In a cer;fled letter received by Mr. 
M&ad an November 25. 1392. the 
Deputy Commissioner for Operations 

. 

o%frrsd .Mr, Matkari en opportunity for 
a hearing on R pm osal to issue en order 
undar section 306 a] of *he act debarring P 
?4r. Matkari hm providing services in 
acy capacity to a persozl that has in 

. . . . . 

-~<A A m_. . . 
. . . . 

--- 



- m /.Vol- 5% Noi’ 201. / Wednesday, October 20. 1993 / NOVICES 

apprwd ox paading drug Foduct 
ap L&&on. FDA based the mposai to 
dk 5f.r. ~atkari 01 ita fin &, - g that he 
wu conticted of a felony under Federal 
law for conduct miatig to the 

YaLtai bat hi3 request for a hearing 
ccdd not m5t uyo aem allegations or 
der.faIs but must present sptific facts 
&at&q hat them was a genuine end 
zr..bsfaziiaI iSll8 of fact requuing a 
he3dg. The letter a160 noted that if it 
COnclusively appeared from th8 faC9 of 

&e lnfcnation and $czual auab~sas h 
his reoueht for a hearing &at there w39 
no genuine and substantial issue of fact 
w’ticzh precluded the order of 
debenxent, FDA wauld emtar sumrovy 
judgment against him, m&ing tk&gs 
ad conchsions. and denying his 
.xquest for a hearing. 

?&. Maikari responded to the 
pmpcsal to debar *in a lener filed by 
?-% 08 ~E!WiXy 21993. ki Wtli& h8 
Equest*d a hea&@. ti. ?&Ckti aiso 
zzbmined a brief agrlment fn support of 
k!s hew :8quest l3 a letter filed by 
F3A an Febrzxy 4.1993. 

Th8 Ihputy Com~sloner he.9 

ccnside=d Mz. Maw’s qpnents and 
concludes that they-are unpersuasive 
asd fail to raise a genu~na and 
tdma3.A issue of fact requiring a 
keukq. ?k. *Mati’s 

T 
ants and 

*he yenc/‘s responses fo ow. 

IT. .?dr. .Matkari's +wm~ta in Support 
Qf a Hearing 

?4. ?-fa+&ari Bm arg-0es that his 
cznduct does not frill w&in t2l8 
;:ovisions for mandatary debarment but 
ks:ead falls witi those for permissive 
debarslent. Mr. Matkari fails to support 
tks .5;2tcment with an axplanation 0~ 
hther aqument. 

Patagzaphs (a)(2#.4) and (a j(2)(B) of 
sedon 306 of the act r9quire FDA to 
debar an individual if &he Secers;;r 
f-rds that the ;kxlividusl hss been 
c:n-kted of a falony undar Federal !aw 
for conduct: (1) Relating to the 
develspmeut or app;oval, including *A0 
Frccess fcr dsvaiopmsnt or approval. of 
ZZ.?~ &.-~g product; or (2) otbkise 
rQ1atir.q !o &e regula’ton of any diig 
product undsr &ha acr. 

These mmdatory dahar;nsnt’ 
F~ovisicn3 apply to &M.r. Matkri’s 
-cQrivirton for payment of a0 illegal 
p:‘uirj. t%?li;8 this time is lfsced in *La 
Fer53issive dsbarment provisions, 
sa~ion ?O6~bj(2j(E)(ii]. an i.ndividuaI 
convicted of *Ais &me wilt be 
:onside:ed :o be a candidate for 

2 
ermissive debarment only if FDA Ends 

tat t!ze conduct gitig riS8 to the 
r~n=“.tion did net relate to the 

deveIopmaat oi appmva~ or &e 
rquhtian of any dug Fmduct. Because 
FDA Ends that .Mr. .Matkart’s conduct 
Ieading to his con~lcion did &ate ta 
the deveiopment and app,roval and the 
regulation of his corporati~n’s drug 
products. the nmdatary provisions, 
rather&aa the peraissive praxkians, 
are applicable in this case. .K-. Matkari 
has not disputed FY%‘s tiding that his 
conduct leading to his convftion relates 

,to the developlzent and apptoval and 
the regulation of his corpomtian’s tig 
producta. TheAoore. Mr. hlatkti’s claim 
fails ta raise a gentie and substantial 
issue of f&x 

in his second and tinal a.r&ment. %fr. 
Math-I claims that the debarnant 
protisloar do not ap ly r~Qectively to 
consitiona.that pm ate the aaactment B 
of the Susie. He dces not SUUDOR rhls 
claim with funher *ant.’ ‘ 

The pmvision of the act which 
applies to ?rLr, Ma*M, se&on 306(a)(2), 
is clesrlv racroactive. ibis is evidencad 
in Secti& 308(a) of the act, which treats 
mandatory debaxent of corporations 
di!?erantIy with ,sscect :a retroactivity 
tram mandatory de&cent of 
individuals. Mandatory Qbanoent of 
corporations under 306(a)(z) of the act 
is not retroactive because it 0x1~ apphss 
to convictions “after ha date OF 
enacttent of &is mzion.” However, 
section 306(a)(2) of &B act which 
pert&s to mmdatorj debarment of 
individuals, does cot ccntaln this 
limiting b.uguage. T’het8fOr-& if Coo~ass 
bad intended for se&on 306(a)(2) of the 
act not to be retTjectil:e, it would have 
included the 1acguag-a “after the date of 
enacttent of +&is secticn.” 

~Sxtion 306(11(21 of he act. which 29’3 
out the effacfive dates fur each pr&isioa 
of Ch8 act. also fndicates Lh2t section 
306(a)(2) is reucactve. Ee only 
limitationseaion 3OSfl)(Zj sets on 
sec6oo 306(a) of the act is that se&on 
308(a) shall not appb to a conviction 
which octvred icons than 6 yea;lP 
before the initiation of an agency action. 
This language fdiutes that any 
applkabble conticticn may be used as 
the basis for debaznec:, so !ong as it 
occxred no mce than 5 years pri0r :o 
thz initiation cf debarrzent procsedizgs. 
Camin c+&er provisions covered in 
section 306(l) of 153 act era krther 
limited by tba statement that tha section 
shall not apply to an scion which 
ocmmd before juune I. 1932. ‘Thus, 
when Conpss ixtended &at a csrttin 

ssctfon not be retrcactiw, it set a 
specific effective data or used specific 
iimiting h~guase as in section 306(a)(l) 
of the a& Congress’ kttestional 
omission of an efkuve date for secton 
306(a)@] of the aa indica:ea its intent 

thet this section be reuoacrive. 

Mr. ?wfackari acknovie 
P 

83 thaf he was 
convicted of a feiony as al 
agency fn Its 

eged by the 

has failed t0 s 
reposal to debar him but 
emonstrte &at his 

convidon does not nlata to be 
deve!opmmt, SFFiOVd. 0: r??g-Jlaticn 0f 
any drug product. In addition, Mr. 
M&arl~s?e 
a basis fat I % 

al arguneots do not c:ea:a 
eering and. in any event. 

em Unparsuasiv9. Therefo:o. Sk. 
Mat.kti has failed to raise e neouine and 
substantisi isme of fact m e&ing Qis 
convicioa. hccordhgly, 8 D~PUIY & 

-Cammissioner for Operations denies Xcir. 
Mat&i’s request for a hearing, 

I.U. Findings and Order 
Ih~SfOXS. the Ceputy Commissioner 

for Operations. qader section 306(a) of 
the act. 5nds that .Mr- Ral MAti has 
bean convicted of e felony uadar 
Federal law for conduct (1) Relating :Q 
the development or approval. includit; 
the process fur development or 
approval. of a dug Product (21 USC. 
335a(a)(2)(.4)): 311d (2) mla*ting ?o the - 
rqu!aUcn of a drug product !?1 USC. 
335e(a)(Z)(E)j. 

As 9 result of *be forego!ng Arrdings. 
Mr. -3aj iMaikti is pernamntly debazc! 
from providing sstices in any capaci!y 
to a erson with an approved or 
pen d: ‘ng drug produc! application *under 
saction SOS. SO?. 512. or a02 of he act 
(21 V.S.C 3%. 35 f,36ob. or 382). m 
uzdar &on 351 of the Public Hea!‘& 
Setice Act (32 U.S.C. 262), effectiw 
October 20, 1993 (21 U.S.C. 
335a(t)(l)(E) and (cl(?)(Aj(iiJ and 21 
V.S.C, 321(ae)). .4ny person wi& =n 
approved or pen&g drug produe 
application who howinglg uses a&8 
sflwices of Mr. AMa&ari in any caFacir.:. 
during his period of debarmen:. -xii: :3e 
subject :o dvil -money penalties (2: 
USC. 335b(a)(6j). If&. Mat&i. dc:ir:~ 
his pedod of debarmeat, provides 
services in any capacity to a pernon xrt 
an approved 01 pending drug pmdcc: 
application. he will 3e subject :0 cfvil 
monev penalties (21 U.S.C. 335kiaLIT.1. 
In ad&ion. FDA till not acxfpt cr 
tevlew any a%x&at0d new drug 
application o; abbreviated atttibic::c 
dreg aopiicadcn !xbmit:ed by or -.&A 
tie as&race ofti. Matktfi during 315 
period of deba.nnent. 

Mr. MiLk2ri may fi!e an appIic3tior. :Q 
attempt to tamkate his debazncnt 
pum.mx to setion 306(d)(4)[.?) ?‘&a 
~~~~~~~~~~e~~~~d 39 

processes set forth in section 
306(dl(~)(C) end (d)(r)(D) of the act. 
Such an applicxion should be 
identified tith Da&at No. 62NA4lZ 
and Sent to the Dockets Management 
Branch (address above). AH such 
submiss&s am to be fi!ed in four 
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SUUUARY: 7hiS notiC 8ano~11ces a 
:ton. W.I.H.. I.7 1 

fartkwIainn al6etinn of 8 >ubLic 
;at~W Human Ep 
.I-’ yrdFUr-uL!V. , 

copies. The public availability of 
information in ti submissions Is 
governed by tt CTR 10.20(j). Publicly 
available submissions may be seen in 
the Do&ets Management Branch 
btiween 9 a.m. and 4 p.m.. Monday 
through miay. 

. Dated: Septsekr 27. 1993. 
JrneE.Hzmnq. 
Depu~ Ccxx7risrioner/ur Operacionr. 

\ 
(.cR Doz. S;--25672 Filed 10-14-33: &4S am1 
CWIG coot 4lQot-c 

802(bJf3)(AJ of t&3 ad requires tbet the 
agexy publish a notice ia t!ae FM 
Register within IO days of tha filing of 
an explication for export to f.riciIitate 
public pertidpation in its ratiew of the 
a#cation. To meet this reqxirsment. 
the qeacy is providing nodce rhat 
Alp& fLanipeu?.ic Corp.. 5.555 Valley 
Blvd.. Las hngeles, CX 90032. has filed 
ar. epplication questizg approval for 

e axgor! of the biological product 
Factor (HIz~), 

edvis0.y co-rnmilceeof tba* Food and 
a- 

Drug hdnlIn1stlatim (mAI. This ncti’P- 30-31. =kiag 
also 6ummariza6 lb3 prlxeddures for t!? p. L mlrarr;?r: 
meeting and methods by which = -cyrea Fart41 
inrerested persons ma:, panidpete in Ster..p. 001.25,~ 

cpen public hearings kfore mh 
edx-isary committees. ‘P 3Jml. ct1In.q 

UEETMC: The following advisory 
dfcrufe H& 

committee meeting is announced: 
1973. m 73-a, 

‘- = CidQx Sterm 

Drug Expert: Arttlhemophlllc Factor 
‘(Human). AfTtnlty Chmmetography 
Pufiflad, sdvbnt titrrgentMeel 
Treated. Method C - 

AGENCY: Food and Drug hdzntiistration, 
HHS. 
ACTION: h’otic3. 

SLJHYARY: The Food aad Drug 
Admicistlation (FDA] is a~nauncing 
that P.l~k:s Therapsudc Corp. has Bled 
2.2 appiiaion requesting approval for: 
the sxpo~ oi &e biological product 
.titihemophilic Fector (Human). 
A.Zinity Cxumatography~Punfied, 
Solvent DerergencfHeat Treated. Method 
C to tie United.Kizgdom. 
ADDRESSES: Relevai3t information on 
thhTtEi&ion may be directed to the 

* 
305). Food en hg Administration. 7 

emeat Branch (WA- 

tic. l-23 I 12420 Parklaw Dr.. 
Rockville, MD 20857, and to the contact 
person identified below. Any fature 
iqties conco-mmg he expon of 
hurcar SioIogi~! products under the 
Drug Export hmendments .4a of 1986 
should also be diTec,ed to t5.e contact 
person. 
FOR FUWER lMFO5MATlOn CCONTICT: 
Frederick W. EIurner.tiein. Csnter for l 

Biologics Evaluartor. and &search 
(hiFMdB0). Food and DNg 
Admini,c,ation. 14.0 I Rockcille Pike. 
b~~,6!le.hCD 20692-lW8.301-59+ 

SW?LEME?iTAR? I?tFOMAtlON: ne d.‘ZLg 
rovjsions in sectiori 802 of the 

;x:. Food ‘P . 2~s. and Cox~etic Act 
(the ac:) (21 U.5.C 282) prox5da that 
FTIA nay ap ruve rpplications for the 
expoc of bio P o gical products that are 
no: cuzestly a?prol-ed in the United 
States. Setion BOZ(bj(‘J)[B) of the act 
sets lo& tie requirements &al must be 
me; in 51 appiication for approval. 
secticm 8OZ~l[3)(Cl of the 8Ct requires 
that the agency reriw the application 
wit&n 30 days of its BlLng to determine 
whether Lhe requirements of mAon 
802(bli3)@) have hm satis5ed. Section 

Affmiry Chmmato%raphy RLr%ied, 
Solvent Deteqeot.&& &aced. .Mehod 
C to the United Kingdom Tti 
titihemopbilic Factor (Hu;;lanl. 
.Ciaity Chromatopaphy Pxribed. 
Solvex IhergenVHeat Treated. Method 
C is indicated solely for the prsveation 
axd control of bleeding In @eats with 
modsrjta or severe Factvr Vm 
de5ciexy due to hemophilia A or 
acquixd Factor VIII defidency. The 
application was raei& and Iiled in 
r&e Center for Biologks Evaluation and 
.Rwa1&onAugust30.1~3, which 
&all be considered the dlizg data for 
purposes of the act. 

hterested penoes may submi: 
relevfxt informecion on the application 
!:, &a Dockets .%magement Branch 
(eddmss above] in two CoFh?S (excspt 
tkat i.?ditiduaIs may eubmii sicqle 
copies) end identified w-l& the docket 
nQzber found in bracketr in the 
heeding of this doeumeot. Thsse 
subsisrions may be seen in t5e Dockets 
?&negenant Branch betve-?n 9 a.p?. and 
4 p.n.. Monday torOugh Friday. 

Tke qeccy encqas say person 
who rabmits relevant inforslation on 
the application to do $0 by Novembei 1. 
1993, and to provide an ad&tioael copy 
of rhe submission dlreaiy to rhe contact 
pcrso;: identified above, to Eaci!itate 
cocsidaration of the hformetjon during 
the lo-day review period. 

This notice is issued UC&- the 
Feded Food, Drug. gnd Cosmetic Act 
(SC. 802 (21 U.S.C. 38213 and under 
anrhority delegated tn the Commissioner 
of Food and Drugs (21 CKR 5.10) and 
redelegated to the Center for Biologic 
Evalcatian and Research (21 CFR 5.441. 

Dated: CJcmber 1.1993. 
P.;yickl4tDdhuky, 
3caxfy Direcror. QjYm of Complirmce, Center 
for 3iofo~icsEdudm and Remdt. 
[FE Dot. 9,%25677 Flbd 10-19-93: a:45 aa] 
8lww aws 4rw-a 

Advisory Commtttm; Nodes of Mwting 

AGENCY: Food and DrJg Administration. 
HHS. 
AmoN: Notb. 
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. - * ARTTCLE If 
PURPOSE 

The corporation shall have acd may exercise all ~,f --a 
rights, pavers and privileges now or hereafter conferrnc ..;-;I, 
co-orations organized under the laws of Colorado. -.--a- 

Ia add i!.iC.;t, 
the corporation may do everything necessary, suitable 0 r 
for the accomplishment of any of its corporate PCioOseS. 

p f ':. -c c z 
r!? c 

cor_Porati.oo may conduct part or 
Colorado, 

all Of its business is‘s-ly O&IL =.F 

reortgaga, 
the Vnited States or the world and may hold, ?c>ch;isc, 
lease and corrvey real and personal property F? azy zf 

such places. Hare specifically, the coeoratdoo is otg;anized f3r 
the purpoee of the vholcsale diatrtiution of pher;Mcerl? ;cai 

ptcMucts. 

ARTICLE III 
STOCK AND RICEITS OF Sm:iOLDEXS 

3-l The aggregate number of shares vhich the corporati:,n 
shall have authority to issue is 100,000 shares of common tt.ock. 
The eharss of this ciass of common stock ehall have ur.liaittz=? 
voting rights and shal; 
CorporatiM, 

constitute the eole voting group of LP.a 
except to the extent any additional voting group or- 

gzoupe may hereafter be established in accordance with the Col~r.c2c‘ 
Busins8aa corporation Act. The shares of this clbasa shall elec! bc 
entitled to receive the net as6etB of the 
diesolution. 

corporation t1 I"0 I? 

. 

3.2 Each shareholder of record shall Rave czc: v?!+.% 
for each share of stock etanding in his name on tba books of rI?ir 
corporation and entitled to vote. Cumulative voting 6hall nor. be 
permitted in the election of directors or othervise. 

3.3 
jwkiediction, 

Unlasd otherviae ordered by a court of ccmpeter?t 
at all -aee+ings of skxareholders, a majority of ;hs 

shares of a voting Qroup entitled to vote at SCCh 17. e e ', ; :: 4‘ , 
~epreaanted in pereon or by proxy, shali conetitut+z a q~113r~lm r,i 
that voting group. 

I 3-a Shareholders shall have pre-emptive rights. 
. 



The number of directors of the Corporation shall be c;ixeci by 
the by-laws. 
directorP. 

One Director shall. constitute the ioir.ial 53are :Jf 

The fallowing persons are elected to Ger/e as L' h 0 corporation's initial directors until the first annual melting ut 
ehareholdcrs or until their BuCCesPOrs 
qualified: 

are duly eLect.ed *nri 

Rajaram K. nackari 120 Bunyan sxeet, Suit? 9 
. - Berthoud, Colorado @OS:3 

&ATICLE V 
RZGZSTE223 OPFTCE AND AGENT 

lhe street, address of the initial registered office o; t.>e 
corporatioa is 3025 Socrh Parker Road, Suite 200, Aurora, Co\.-,:-Aclo 
80014. The name of the initial registerid agant of the coqorzrF3:: 
at such addrqsa ie: aeck and Casoinis, ?.C. 

ARTICLE VI 
PRINCIPAL OFFICE 

is: 
The address of the initial principal office of the CO~Ora:‘,fJn 

120 Bunyan Street, Suite D, Berthoud, Colorado 80513. 

ARTICLE VII 
LIAElILITV OF OFF_XCERS AND DiREC'PORS 

The follovfng provieioos are inserted for the managerre:? .?f 
the bueineee and for the conduct o f the affairs of the coqoracion, 
and suave are in furtherance of and not in limitation or exclclsAo;1 
of the powers conferred by law. 

. 

7.1 Conflictinu Inteteet Transactions. Ae used in chiti 
Paragraph, 'conflicting interest transaction" means any of t h c 
fOil0Vlng: (a) a loan or other assistance by the cor-porat:oc -.? ,T 
director of the corporation orto an entity in which a direczor of 
the corporation is a director or officer, or has a fisar.clsal 
interest; (b) u g-aaranty by the corporation of an obligation 3: a 
director of the corporation or of an obligation of an enzit.y in 
vhich a director of the corporation is a direczar or officer, OI as 
a financial interest; or (c) a coatract or transaction between zhe 
Corporation and a director of the corporation OS betveer: :hc 
corporation and an entity in which a director of tLhP corpors:i$?n i,; 

I -2- 
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a director or officer, or has a financial interest. NC corit 1icti.l~ 
interest transaction shall be void OS voidable, be enjoined, be se< 
asLee or give riae to an award of damageo or other sanctior.c; jr. Q 
proceeding by d shareholder or by or in the right of !.;le 
curporation, solely becauee 
involves a director of 

the.conflLcting interest ttacsacti~n 
the corporation or an entit,y in -tihict 2 

dir0ct0r 0f the corporation ifi a director or officer, or ~SS a 
finaEcia1 icterest, or sol'elybecause the director is oreaent 3: 01 
panfcipates in the meeting of rhe corporation's boato-of dlre(:tots 
or of the committee of the board of directors which authorizes, 
approves or 'ratifies a conflicting iatereat transaction 0: 
because the director' 

6oleIy 
6 vote is Counted for such purpose if: (Fj the 

material facto as t0 the director's relationship 0~: iaterss: YG :r: 
the conflicting interest transaction are discloeed ot are known t.0 
the board o-f-directors or the committee and the board of CfirectGCs 

or committee in good faith authorizes, approves 'or rarifie~ -3c 
conflicting interest transaction by the affirmative vote oz a 
majority of the disintere6ted directors, even though' ?-he 
disinterested directors are less than a auorun;. or (ii) '.::C 
material facts a8 to the director's relationship or ir,teres+ a~:r? 3~ 
to the conflicting interest traneaction are disclosed or are kr.oun 
t0 the shareholders entitled to vote thereon.aqd the conflict_.,.n~~ 
inYerest transactioa ie epecifically authorized, dpprGW?c! n ? 
ratified in good faith by a vote df the shareholders; or (iii; .i 
conflicting interest transaction is fair ae to the coTora=io:: L~C 
Of the time it is authorized, approved oz ratified by the board o$ 
d.i,rectore, a committe'e thereof or the ShareholderS. Cormocl r)f 
intereeted directors may be counted in determining the presence or 
a quorum at a meating 0, + the board of directors or of a contait.zee 
rhich authorizes, approves or ratifies rhe conflicting lzt.eresx 
triionaction, 

7.2 mans and Guaranties .for the Benefit of Dire-qtors. 
Neither the boqtd of directors nor any committee thereof s?.xl 
autharize a loan by the corporation to a director of t. he 
corporation or to any enti ty in vhich a director of the corpotar.zon 
is a director or officer, or has a financial interesr., =r a 
guaranty by-the corporation of an obligation of a director of :!I? 
corporation or of an obligation of an entity in vhich a director oi 
the corporation is a director or officer, or has a flrlancls: 
intereet, until at least ten (10) days after vritten notice of the 
proposed authorization of the loall or m'&anty has been gitren to 
the shareholders who would be entitLed to vote thereon if the ib'~?le 
of the loan oy guaranty were submitted to a Vote of the 
ehareholdere. The requirements of this paragraph 7.2 cre in 
addition to, and not in subetitctioa for, 
paragraph 3-I of Article VII. 

the provF.sio~= ot 

s= 7.3 indamnification. The corporation sheii icdem>:Ey. 
to the~maxtim extent pe,?nitted by Lav, any person rho ia or w.iY A 
director, officer, agent, fiducla,q or employee of tke cor;ora:,n~ 
againec any claim, liability or expense arising agair.et or i3~:1-r& 
by Such person made party to a proceeding because he is ut -4~s ii 

< -3- 
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dirsctar, 
or becaue 
officer, 

officer, agent, fiduciary OL: employee of the corporation 
e he is or vas serving another entity 86 a director, 
partner, truatee, employee fiduciary or agent at ~hc! 

corporation ' 8 request. The corporation shall further have t:le 
authority, to the maximum exteat*permitted by iav, to purck,aGe ar,< 
maintain insurance providiag such indemnlf ication. 

7.4 v-on Directar'P Liabizty. No director of 
c:,ie corporation shall have any pareor. liability for znoneta:y 
damages to the cotporatio& or its shareholders for breach of tis 
fiduciary Cuey aa a director, except that this provision shall r,of. 
elmnate or limit the persona: lia.bility of a director to the 
corporation or its ehartholdtare for monetary damagee for: 
breach of the director’ 

(aj ?"Y 
6 duty or loyalty to the corporation: or I'ZB 

shareholdefs; (b) acts or omieaions not in good faith 0;~ vhich 
involve intentional ,?li.sconducr or a kzovins vioiar.ioa c,f !GV: 
(cl voting for or ;s;;t;tzg to a distribution in v.iohr,ticrl 3: 
Colorado Revised t 5 7-106-401 or tke .&rt.xc'z= -- 
Iccorporation if it ie established that the director tiid E:OY 
perform his duties in compliance vitk Coiorado Revised Sr_s:r~?;=:: 
5 7-108-401, provided that the per6ozal liability ot a r',l.rec~:~ 
in this circumstance sE,all be lizted to the amou3t of '.::9 
aatribution vhich exceeds vhat could kave been distributed v~L~o~I': 
violation of Colorado Xevised Statutes S 7-106-401 or the Xrt.ic!*zr 
of fncorporstion; or (d) any transaction from which the d!Lrec:~r 
directly or indirectly derivee ac improper personal ben*flt-. 
Nothing contained herein will be CQRS trued to deprive any dlr~c'..or 
of hi8 right to all defenses ordinarily available to s director nor 
will anything herein be construed eo deprive any director 05 any 
right he may have for contribution from any other director of 
person. 

7.5 )Jeaatioa of Equitable ‘Interest6 in Shares OS RiCt;t?. 
Vnlee8 a person is recognized as E?. shareholder thrcugh zha 
procrdurcs aatabliehsd by the corporation pursuant to CoT.oradc 
Revised Statutae 5 7-107-204 or any sFM.lar f&v, the cor?ora:ion 
shall be entitled to treat the registered holder of any eharecr. of 
the corporation as t3e ovntr thereof for all puqoses penuiczcd 3.; 
the Colorado Business Corporation Act, including, vi thouk. 
liaitation, all rights deriving from euch shares, and the 
corporation shall not be bound to recognize any equitable or or.hcr 
claim to, or interest in, such ehares or r'rghts deriving fro3 s:ich 
eharea on the part of any other person, including, v i 5 h ou t. 
limitation, a purchaser, assignee or transferee of suck rkares, 
unleus and until such other person becomes the registered holder cf 
SUCh aharcs or is recognized as GUCh, whether of not :.hc 
corparation shall have either actual or constructive notice of <he 
claimed interest of such other person. By vay of example and ~0: 
ltiitntion, until sbch orher person has become t_he raqiscered 

holdor of euch shares or is recognized pursuant to Colorado Revised 
Staeutee S 7-107-204 or any similar a?plicabi;ela-~, he sh~~lo,ot.t;~ 
entitled: (a) to receive notice of meetings . 
ohareholders; (b) to vote at euch meetinCa; (c) to examine e LIFT. 
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of the shareholders; (d) to be paid diviz!eads _ .,,.:..r 3 -- A?.) 0 
distributions payable to shareholders; or (ej TV G&T&, e=jGY 6 ii i : 
exercise any other rights deriving from such shares against rhe? 
corporation. Sothing contained herein vi.11 be conarrued =o de;)rivc 
any beneficial shareholder, as defined by Colorado Revised S=ctu:.es 
S 7-113-101(l), of any right he nay have pursuant to Article 113 of 
the Colorado Business Corporation Act or any eubsequent law. 

ARTICLE VfIi 
INCORPORATOR 

The name and address of the incor?orator.is.: * 

H&e .; Addreee 
,. . 

Beck and Cassinis;' P-C. . Suite.200 
3025 South Parker Ko.iti 
Aurora, Colorado 3001.; 

DATED this 11th d&y of December, 1935: ..' .* 

inis, T-t. 

. - 

Bock and Cassinis, P,C. hereby consents to t'he ~ppointzsct 9:~ 
the initial ragietered agent for 

. 

.- 
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Sag-e Pharmaceuticals, Inc., 5408 Incerscate Dr., Shrsv~~or:, 1 
IA 71iO9 (C'N 2319121) T/17,23,29/95 'CE3 

This directed inspecti& -<on v&s conducted as a follov-up to Assignment 
$287 CO dece,rrdne if Sage has applied for an AXDA or NDA for the 
prcduct, Mencqen, ax? Cc collect samples of the Menogen products. 
This inspection was conducted in accordance with C.P. 33f6.002, 
Dr;g Process Inspection. 

he previous inspection, conducted on 11/l?-27/96 found that the 
firm had significan= GX? deficiencies including: .no validation of 
the manufacturing and Packaging procefyes for seven pro+uc~s; 
ta'*? nt -a-- sample weights not recorded r four products curzng 
validaticn; no stabiliry data available fO?Z five products; an 

adZi=ional 110 grams of dextramechorphan hydrobromide dispensed 
abcve the validased formula for PanMist DM; screen sizes to ?azMist 
ch.anced without being evaluated and aocroved by QC; Pa.nMist 
stabziity not evaluated after cha~.ging cite screen size during 
_rrr&~~cticr:; validated mixing times not specified for Prsfen LA 
tablets; i&ccity tests not pezfomed on all components: no 

proce&res for retention periods of active ingredients and reserve 
5arbc les ; no final prolucr rePort ccmpleted for 6 of 9 comF1ainz.s; 
azd-no annual rcviev conc?ucted of ?az.!'!'ist S, Palgic D, and CaPsin 
t&lecs. T>.e inspection was classiZi.ed AA. 

or, 
b 

T/17/97, I shoved my credentials and pres,en~~+det~; FZ-482, 
'o:ice of Insaecticn, to Dr. Jiv=2 fien Chen, r 1 . I also 
resented my dkeden:ials to Mr. 'n'illiam j. Roche, Qua1it.y Assurance 

Sase conticces to me.& -mufacture oral Generic pharmaceutical Froducts 
iz solid or-liquid dosage for;ns; tosical products in either soray, 
lorion, or gel dosage fo&~s; and topical wound dressings w.-- b;ch are 
medical devices. Sase manufacturers four dzug profile classes as 
fc110ws: lipids (LIQ); tablets, prompt release (TCX); tablets, 
extended rel>ase (TTR); and non-sterile ointments (OIN). The fi,rm 
markets its produczs through zeneric distributors, major retail 
phamaoy chains, drag vholesalers, and hospitals. The fix has 30: 
applied for and does not hold any approved NDAs or INCAS. 

The firms corporate officers are Mr. 
Beard and or. Jiv;l Ren Chen, Ph.D. - 
Tdzy Yeh, maintains an office and 
Trading Co. Ltd.; 6i., No-S, 6 Alley 
Taipei-10409, Taiwan, ROC. 

Tony (???+I) Yeh - Chai&=n of 
PresLden:. The Chairman, Mr. 
receives mail at ‘i-z?g Yeou 
sec.2; Chien Ku0 N. Rd.;. 
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Sage ?harmaceucicals, ‘?nC., 5408 IntsrstaceC;;,, Shreveport, 2 
LA 7LL.09 (CSN 23191211 '7/17,23,29/97 

The firr;r's rranaging officials include Dr. Jim Ren Chen, Ph.:;; 
President; William LT. Eoche - Manager of Quality Assurance; _ 
Jason 3. JaFeaux, Assis:ant General Macager. Mr. Roche reports to 
Dr. C&n vho assvers directly to Mr. Tony (NML) Yeh, Chaimyoc;ef 
the 3oard. M=. Jagneals reports to Mr. Roche. Dr. Chen, Ms. 
axxd Mr. J'agnearrx maintain offices and receive mail a: this firm's 
address. 

Dr. C&n is t:?e most responsible person at this facility and,is In 
ccntrcl of all. activities. He is also responsible for initrating 
a ccmxitte~to fbr3ulate new products for rgsea, -ck and development, 
a- i Dr. Chir, . ..u he is the person c.xtomers contact for new pzDducts* 
is 'iespc~As~ble for the fi&?n'S financial transactions and approves 
all r.ev Master Formula Records. 

t-do sroducts. 

* NDA r.r cbiq aTso stated he did not know for sure If there was aA, 
0: '=LJZ ror-- -i-AL- F-'A--. La-w-,-* hn c.onv*yd t’nat Raj Matkarr had 
adnizt ed to bin that there was nc SDA or XHDA for tnia prsduct 
sir.~e i: uas "grandfathered in" and, therefore, did no: need an 
hiA, Dz, Chin s3id ti;at h_e chsckp,d the A;~ro~~ed Drug Prod~~cts 17th 
Ed4';^=l, -b-Y ~$7 axl researched the pre 1962 Physician Dzsi; References 
and did not find it listed. He also r&iemp_d the ?'DA Wp.liance 
Policy Gkdcs, and cbught that 3.9~ wzm covered by the PcLicy 
Guideiinc Exeznpticz % Listed ac rqge 136 of the A;u9st 1996 
Editloa. 32 relzted :bL 5e t;ad. not ckecked with the Ctlcer for 
Dmg ETJ;liscio,? 'ad EZesearcb (CDZR) since he believed gapean 
Enterprises, Izc. uc,c,-ld be re&onsible for securing the ND.3 of XTD?, 
if one was ;zee&d. 

D- nenocen and Menogen H.S. are the only - I cti~. r~~2i=ked that 
Froducts Sage .mancf~=tures for Napean Enceqrises, 2er Raj 
Eatkari's seqest, sage uses either a Sage or Breckenridge label on 
the Menoges apd the Menogen X.S. products for a total of four 
different MOllogen product labels. One label, which the firm called 



S&se Pharmaceuticals, Inc., S408 interstate Dr., Shreveport, 3 
LA 71109 (CFN 2319323) 7/17,23,2?/97 CEE 

the Bretkzcridge label, states the product is Distributed by 
Breckenridge Phanaceucical, Inc., Bcca Raton, FL. This label also 
identifies Sage Pharmaceucicsls, Inc., Shreveport, IA, as the 
manufacturer. The other label, called the Sage label, does not 
have the Distributed by B-reckenridge statement. 

The Menogen (full-strength) label stating that the produc: contains 
1.25 mg of Esterified Estrogens and 2.5 mg Methyltestosterone is 
ShOWI in mibft 1 fcr t,k,e Breckenridge label ami in ."Zchibit 2 for 
the Sage label. The Menogen R.S. <half -strength) label stating 
that the product contains 0.625 mg Es-,,, -*-;fFed Estrogens and 1.25 mg 
Methyltestosterone, is shovn in Sxkibit 3' for the Breckenridge 
label and E&ibit 4 for the Sage label. Each 100 tablet bottle is 
Fackaged ia a white cardboard box tSat contains one physician 
L-S=-- and three iden:isal patient Inserts. . . b-u The physlcisn insert 
is sb.cwn in zxhfbit S; the patient Insert is shotin in Exlribit 6. 

Dr. Chi.3 also rela:ed Ynac Napean F--Q'3,- u-*--e_ -+ses provided a c*.zcomer 
1' ma -3L to Sage and req:rsted chat Sage sf?F~~Menogen and Menage,? H.S. 
to tkse customers on the list. Sage dzc zioc sell or rece:ve ar,y 
money from the shipments of Menogez prod?dcts; instead, Napean 
=-- -.e m e,>risas paid Sas;e di.re~tly for a11 Menogen products pro&dced 
end shi?ced by Sage. Napean Bnte-rprises also ordered and provided 
the raw Lngzediencs such as Estazif ied Estrogens which was 
manufactured in Hoiland. 

According to Dr. Chic, 30 products we,, -e shipped to Sreckenridge for 
distribution by 3reckrcridge ?&x-;Mceuticals, Inc. of Boca Raton, -, P - 3-c e-2 --* , amd that there was no conneczfon between 3reckecrFdge and 
Sage. Sage has not manufactured any other products for Napean 
fzcer~risss and has zzt placed ar.y aistribuced by Breckozrrdge 
labels on any other products besides Mer.cges. 

The above statements by Dr. Chin regarding Sage's involvement with 
Menogen were placed i,? the ac-,ached ,tifidavit. However, Mr. Troche 
Curins the closeout discussion, stated that the firm‘s laqers had 
advised that no member of the firm read or sign an affidavit. BOCh 

Mr. Roche and Mr. Zagneaux declined to read or sign affidavits 
prepared for them, and Mr. Roche d&lined on Dr. Chin's behalf 
since Dr. Chin was not present a: the final discussion with 
management. 

During this inspection, Dr. 
carrent 

Chin informed me that the fimP:tnE; 
ly manufacturing Menogen and Menogen H.S. products. r 

the last manufactured lot of Menogen HI.S,,,S70S9, was shipped to 
Pegasus Laboratories in Pensacola, FL. The batch rtcords for this 
lot of product are attached as BxUbita 7.1-.23, The tialytical 
Methodolog for assaying Menogen is shown in Exhibits 8.X-.12. 
This lot was sampied as C/R WC 97-653-214 which may be referenced 
for additional batch records. 



Sage Pkaznaceuticals, Inc., S409 Inrerscate Dr., Shrevepcrc, 4 
-iA 71109 (C,'N 23191211 7/17,23,29/97 CE9 

The firm's tableted products include: 
ffezagen, Xssoge.= B.S. - Esterified Estrogens, Mechyltestosterone 
Palgic D - Carbinoxamine Maleate 6 cg, Pseudoephedrine Hcl 120 mg 
cddtoc IA, Deopec S.R., SA-m S.R.), - PhenylpropanoLamine Hcl 
75 Ins, Guaifenesin 600 mg 
FLextza DS, - Acetaninophen SO0 mg, PhenyLcol.oxamine SO mg 

. 

The firm's liquid products include: 
Ps-uil3t s '-- 3seudoepkedrine Hcl 4S ms, Guaifenesin 200 ns. 
Palgic ES, '- Carkinoxamine Maleate 2 mg, Pseudoephedrine Xcl 30 mg 
CcLdLoc, Depec SF/X', sx-mss Li+id, - Guaifenesin 100. mg, 
=t~-~~~pr.o?a~olani~e Scl, 20 ng, Phe-ylephrine Ec!, S mg. a .a--- 

xc ‘A<-ionai products include: M-h- 
Reduttxq 500-) Acetaninophen 500 rn~ - susgession product 
Calsh - Capsaicir: 0.025% - coqical analgesic 

,CSi~8iZ Extra Potcccv - Caasaicx 0.075% - topical analgesic 
vi t-E A h.D Oi=tkk - topicai ?lrs= aid anciseotic ointment 
Scigt-ure Care - tooitai first aid antiseptic 0int;nent 
Scpticasa - 3cmerito~Fum Ci, 0.2% - ~%SZiCi.&l. wound Cl~A&Z 
C';-septic Gel - SenzaLkonium Cl, C.:3Pr - germicidal wound cleaner a-Y 
Cliz~o~d, Saline, Surfactants - wound irrigate 
Dezzaa3ath/~ermaclic - barhing SoiLtiO~s 
Cerzaclin S - bachin~ solutions 
EeriSoazl - bathi2.g solutions 
Ski= Seal - Ski2 Sealacts 
Pco?lex - Medical Device WOUL?~ Dressi,? 

CcZiaS the current in.mectioa, the foliowing was collected and 
stinitted co SOL-DC for-regulate-ry cor,sideratioc since Menogen was 
being manufactured without a NDA or ANDA. The physical samples has 
been sen?Is to San Zuaz District Lakcratory for potency analysis: 

a. 6jiOO tablet bottles Menogen, lot ihS7054, - C/R 97-653-212 
b. O/loo tablet bottles Menogen H.S., foe %.S7657 - C/R 97-653-213 
C. COC sample, EOC 97-653-214, Mezcgen H-S, lot WS7053. Part of 
Lat ~7059 was shipped to Pegasus Laboratories in Pensacola, FL. 

AZ the conclusion of the inspection, Dr- Chin was not available; 
hcvever, Mr. Roche and Hr. Jagneaux were present. I, had Frepared 

*Affidavits for Dr. Chin, Mr. Roche, and Yr. Jagneaux. During this 
clcseouc meeting, Mr. Roche stated that on advice of the firm's 
aztorney, azfidavits could not be read or siped by any member of 
the firm. Durir,g this closeout interview, I also stated that since 
Sase was manufacturing Menogen without a NDA or ANNA, this 
S Itxacion would be reviewed further through New Orleans Compliance 

.and CDER in Washington. No F13A-483 vas issued. 

0027 
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Sage Phariraceucicals, Inc., 5468 IntezStateCE;., Shreveport, 5 
LA 71109 (CFN 2319123) 7/17,23,29/9? 

Assignment # 281 
. 

FDA-482, Notice of IISpeCtiOn 
Affidavit for Dr. JiM-Ren Chin 
(Affidavit for Mr. Roche is attached ta lead C/R 97-653-212 and 
Affidavit for or. Jagneaux is attached to WC 97-653-214) 

1.1 
2 :i 
3.1 
4.1 
s 1 
6:i 
7.X--23 
8.X-.12 

. -. 

Menogen Label, Breckenridge 
Menogen Label, Sage 
Menogen H.S. Label, Breckenridge 
Menogen H.S. Label, Sage 
Physician insert 
Patient insert 
Menoaen H. S . , S7059, batch records 
33nal+ical Methalogy for assaying Menoger, 

Carolyn 3. Eaney 
Inveslzigacor S'rT;-RP 
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Depar tzent of Health & Human Services Public Health Se--ice 

URANDurvf 

Bate: 

Froz: 

Subject: 

Ta: 

joan S. Norton, CSO FiCLS: Peqasas feboratcries 
8803 Zly Road 
Pensacola, YZ 32514 

Attenpted Sample Collection C'N : 1033856 
of Menoqen H.S. 

Zreskenridce, i,lC- d 
Reith 5. Ehrlisb, SI i.515 N. F&g== !, H5Jym 

Bocz Raton, 3 33432 

Napezn, i2c. a.k.a. 
Pharzaceuticzl ConSUltaikS 
I20 Bunyan A-x., Ste. D 
Bezthoud, CO 80513 

In a g/7/47 telecommunication, CO Jirtiy 4Sialthal, FLA-Do ccn~liance Branch, 
requs,s:& a visit to To,qasus LabOratcrLes for 

FhysFcal samples of Menoqen H.S. 
the pu~ose of cod;lectinq 

which is manuraccared Saqe 
?haxtaceutlcals, 5408 interstate Ave., Shreveport, L9 71109. This &q vas 
repcrttdly shimed ' ;n interstate commerce without an approved ANDA. 
Phctocopies ofL*labeling, packaqe i~=serts, and shippinq documents v@re 
provided via Facsinile.(Attachnent I). 

---------------~--------- ------~---*---------------- ---- -__e--------------- 

To: J. Walthal, F--DO Compliance Branch 

The above investigator's EIemo reports information obtai-?ed duri,?g a visit to 
Teqasus Laboratories. No samples were available for collection. Based on 
Attzchnent 5, which could be a hand witten note by Xx. Raj Matkari cf 
Napear., Inc., ve believe that Hatkari ;rtaybe in violation of his debament. 

DIST: 0: FLA-DO/cB ufatt 
cc: TLX-ZP w/att 

* cc: BCR-59 



pa3= 2 - Peqasus 

On S/7/07, 1 visitad the fi,-s and met L-it,': Mr. Jack b- Anzis, President and 
0*SJTi,er of Pegasus Laborttories. czeden'ti als -were shorn to hi=. I explained 
tke cu,-pose of jy visit vas to collect sanples of Xenogen. Lv. AMis stated 
that- Sage Fha ~,acou'cicals (Szqe) had drop snipped XenOggn X.S. to Pegas-xs, 
but his =:- +.2d already shipped cl1 eke clrqs to various cutside businfsses. 
Be said that “"z t3.e drugs were received as finished product and Pegasus dzd not 
repack 01: r=l=.bel any of the product. Shce no product ar.djor labeling vzs 
aveil,rble $0~ s2mpJ,ing, t!xis investigzticc focused 03 sbttirbg distribution 

records and individual responsibility. 

Xr. atis provided phot3cOpieS of tke folLoving records to doe*sent tb.e 
reseigt of Xencgen fra= Sage (httachqent 2): 

ip tzd freighz 
thFr . ass~g~~e~! 

ry/distribution 
.a,t bottles) his 
cornsany, city a 
:ecord four,d tica 
ies. Xr. Antis 
between 7/10/S 

.ords ccvering 

bill ZoGnd tke rec3,rds to be ',?e 
m -. Hr. .Qti.s FzG*Jided a ccpy 05 a 

record which shcws tie date azd 
fib3 skipped to outside Scsiaess, 

nd state (Attachzen: 3). A reviev 
t Pegasus had shipped Menog-fcn E.S. 
stated that alldxLg;s vere shipped 
7 and 7/22/35. Upon request, he 
the shipment cf dzxgs to the 33 * 

I asked t3 rav: au izvo ices ccvering t>e _zurchase cf f>e dz:gs. rz. Anti.5 
-- -- 

tzzed thei-, he did net -,ur=hase eke dr-.z;3s fzoz Sage. >:e ear d t3.e e?; ___ 
Sh 4 mm**- "'yy -- 59 ?P,gascs upcn an crsl 2qraezent wit:? the o*TIsLa -a -- 

BreckenridGe, Isle . and ?3.:2-9aceu L- -'caIs Ccnsuftants (a-:<.a. 
reporte d thatJ=gasus only drop shipped the drugs to VEZIOUS 
2% . Antis claise d no kxsledge as to wily areckenridge and Pharinaceuxlcals 
Cznsultrn - 's did not handle the distribution themselves; however, he reported 
"chnt he has had previous dealings wl+ '&h the ovners of both firms. Xe protllded 
the follosJi.ng Fnformsticn on these two fins: 

XX. t,arq Runsdorf is the owner 05 Breckenridge, Inc. The fin operates 
as a distributor cf drug produczs.. MI:. Runsdorf also acts as a sales 
rspresentative for ?harmaceuticais Consultants. * 

Jhs also does 
----1 by Er. Pharztceutical Consultants is o-wned by Mr. 2aj Matkarr, % 

.J business as Napean Inc. ItI. Antis thought that tie fir--,s owxec 
Eatkari operaze as a d=rug broker and/or distribu"- 

Yn mb-we"*)l. 

r?r. Ha%kari for they both worked for the same' cz 
Detroi: HI- , 

A CCC rdinq t3 Hr. Antis, he first received 2 telephone call fr=z~ Ms. RUnSdorf 
, 



Page 3 - Pegasus 

hin tSat Saqe was d 
lephone conversation 
i requesting *a+ Pe 
only involve addres 

to &xr. Antis, the fi 
sent labels, but all 

tablet bottles of 
ge, and 384 bottles 

rop shipping Eienog 
vas later follow 

!qasus fill Menage-- 
sing the cartons i 
mished d=rugs were 
were Menogen B.S. 
the drag labeled 

: labeled as being 

Id drop 
meceived 
The shi 
as bei 
distrik 

---__- ---- -- -- 
for hti. The 

shipping product, 
from Sage beart?g 

.gnent consisted of 
ng distributed by 
uted k'y Sage (see 

ming info 
initial te 
P 
j-Z 

l%?.~kar 
=ould 

Acccrding 
tvo differ 
3,0?2/100 
Zreckecrid 
Attackrzent 2). 

xr. x *written orders to ship product Pro= 

I!!!. 
:tis stated that he vould receiverza Macka-i vourd 

Zatkari via F.AX (Attachment S) . then FAX copies of 

pre- printed ?tcki.ng Slips which identified the b;sFness and nailing address. 
The -,acking slips were then photocopied by Pegasus and inserted into ee 

ship lying boxes. 14x. Antis provided pho<ocopfes of the packln~ slips tlat he 
iden 'fied as being suBplied by Mr. Matkari (Attachment 6). Xe sa2.d that he 
did 'G',t know vhy thesi records are identif ied as Sage "PacLing Sl~ps~*, but 

lists Napean'as issuing the invcices. 

.%I affidavit vas Drepared attestf 'ng to t?,e documents collect-ed d=fng this 
inveszigaticz and- information supplied. by the owner of Pegasus. Mr. A&$: 
read the affidavit, aqroed wit3 the statesezts and signed tkrs document. 
fur-k 0' __.___ follow-up at tSe firm is plamac? at this tise. 

9 @+-Gb%z 
Zoan S. Norton, CSO 
Taapa-RF 

Attac!?&: For=: FDA $63a 

Attachments 

I. 2ackground-Infomation 
2. Packing Slip h B/L 
3. Inventory/Distribution Print-out 
4. UPS Shipping f7ecords 
5. Photocopies of FAX Communications 
6. 33 Sage packing Slips 

. 



en employsa of the Dcwtfmrrrt of Healfh and Humen Servlczs. 
tion, dbpnatcd by the Scaeary, urM?r arrrhorin of the Act of JrnuaW 31. !325.43 Sut~ta at Lu;l 

303; iiwrgniation PIan No. IV, Sac; 12.15. ctferrive June 30, 196: Rcoqanization %UI NO. ‘I of ’19s. Sea. I-9, cffrc,lvs 

Aptit 17, 1953; and P:L 96-88. SAC So ay 4, 19~3; to adrniniscct or mke 
ce*s, affirmations, and affilrvia, &anally aDgear in the county and 
Stan aiorrrtid, who, &ins duly ~/em. deoa6 and SW 



an enphyee of &?a Otcsmnm of Health and Human Service, 
r auchorky of the Act of Janurw 31, 192% 43 SUMU at Lap 

m3; 8eorynizltion 1940: Reorghraripn Plan No. 1 of 7053. SC, l-9. af;‘Mive 

;ure aforeaid, ~ha, being duiy 

L252LLb4 

A/ 700 4: Lwdw 

Aviu 2icdzse 



! 

3afam me. izp24L- , an amployar of tie Denament of Healt! and Human Smia. 
iood and Drug Ad imadon, drwignrrerl by Ihe SdceC~q. under r~~~oriy of the Ac: of January 31.1925,43 SU~US IT w 
303; R80~n;~jon ?!a,~ NO, IV, Sea. 12.15, effacrive June 30, 1sdO: Raorgani&on Plan No. 1 of 19% Sec. l-3, effcfvs 

4Oril 11, 1953: and ?.L. - Q@.a, kc 509, 93 Sratuter beimr or = ia 
JarAt. affirmarionx, and aS%triu. cmanallv aoosarcd In Lb WUnTy itnd 
Scar= rforwid, wha, bring duly mom, drpom and SJY 



,’ I 

-ATE or CSUNT~ cap 

F/&d 

s 
I &!ILmam&, 

, an +mo~oyus of xha Denarrmsnt of Ha&h and Human Scrrlcas. 
Adninimaean. de$ignir& by th !$?~cta?f, under avthotiw Of th ACC Of Januav 31,1925+ 43 Smtma at hgit 

Q3; Rcorganizatlon Plan Na. IV, sea 12-15. effective June 3C. 1SO: Reaqmintion Plan No. 1 of 193, Sect. l-9, eMire 

brii 11. :Ei53: and P-L- - 0588, 3~ 509, 93 Stmms at Laqz6f (20 U.S. av 4. 198Ll: CJ admin~imf or alar 

taxj?$. a5maxions. and affidavin. personallY c&md in tie county and 

;~XS aforesaid, who, being dub mom, &PCS= and 3’0: 
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SAC 
PHARMACEUTICALS 

February 14, L997 d- 

xx . James >. Gaznet, District Director 
U-S. Food md Drug titiistration 
Ncv Orleats Distriot office 
4298 Elysian Fields Avenue 
New Orlears, W 70J.22 . - 

?er‘ 2iCpx 5314.94 pl%Lse find the field copy of the 
5; enclcsedforCm - 
~~~----:-td ~fpd grug Appiication (AXA) 

-7 Eklosed also aze a copy oT tne 
w Saae Phamceu:icaLs, Inc. &at this : is a 

=-the full submission. try263 copy of a poti:Oc 04. 

2lease call me at (318) 635-4000 if I can provide fuz%her 
information or clarify a-rty pet of the submission. 

1. 

cc : J. RI Chen 
CDEK-OGD 



.' 

Way ‘2, 1997 I. 
9 

?f.. . James E. Gaet 
Di3y;rict Dbrzctor 
Depaztnent of Eeal',h and H-9 Se,Yices 
zc& end Dr2s A&kd.stration 

"ifAdS Avenue 

,ifyfng by my signature belov that this is E true Note that I 33 cerz 
copy of t,h e entire amen&mint sent %his date td CDEX-OG3 LT. 

Roc.Wllle, pg under separate cover. 
. . fcrther 

Please 
fnfornatior. or clarify ariy pzrt 

UJX/rnck 

cc: j. R. ChPn 

J. R. ,u,ccleblan 

c 

c 
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SAGE- 
PHARMACEUTlCALS 

Napan Eatqwiea 
PoBott530 
f3cr&oud,ca 80513 

i OATE 1 1NYOlCE NO. t 
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1 

. -TERMS 
i 

DUE OAE SHIP DATE SH!P vu4 FOB PROJECT 

I 713t97 7m97 0vRN-r shfcvepotc i , 

UNITS 

btth 

_-~ - 
RATE AMOUk 

3,072 0.00 

0.00 

0.00 

030. 

(1 suci STC 26 Gr<onr 
23Grtoarof s7059 

I 
‘PACKING SLIP 

TKAM( YOU FOR YOUR 8UsDEssI 



Fre~$~t cbarqes are to be 

rGtc9 (REV. 24a 
ONTEO IN USA. 

SnIPPEA COPY 

- 



301 827 5562 P.0S 

Dacking Slip “. ‘:a . . . . . . B- 

. -. L I 
1 7m97 I HEl36 I 
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PLFMERZMITTO: 
DXO!UtiL’H, INC. 
P;O. BOX 70372 
CHICAGO,lL 606734372 4 

4 I 
ZJ u3 co 
6) 
(I) 

x 
3 

ESTEIUFTED ESTROOEN3 TYPE CC 10176 2,848.000 U’ftt $40 .oooo 1113.920.00 * 

. . 

3uBTnTAL m3.910.00 
IHVOKCE TOTAL (US DOLLARS~ 3113‘920.0~ 



5745 NORTH ELSTON AVIMIE 
CHICACO,JL 60647-2020 

f===================== 
1I.S.A. . 

PACKINCIIST , 
_- 2 

24-03-97 lnvolte 051191 nr.. lrrval<c dSlC cJ 
at 
;;I 4 , Packing rpechcalion ! .Ctoss 

kWgth wrdlh volunle vre@l he@ 
(&lb cnr cm die he 

59,o 59,o l-4 61,0 2123,4 250,000 -I ESTERXFXED ESTROGENS USP (12861-0217)-O 

==================E =E;:===‘E==I0 

TOTAL 2123.4 250,000 80,000 

WE PRODUCTS ARE PACKED IN 10 CARTON(S) 

SAGE PIIAARMACEUTICALS, SiECEXVINC CENTER 

5408 INTERSTATE AVENUE 

YBHREVEPORT, LA 71109 - U.S.A. 

P.O.NO. 031497 'KEEP IN DRY-ICE 

5958/l-IO 'VIA CHICAGO' 
.d 

!!EIGHT DRY-ICE: APPROX. 90 KG 

OIOSYN 
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., 

OAR ot/10/97 

WlP WA, ups 

WEPfm GODWIN, INC. 

4G36olmNoc~ 

sum 110 

MEMP?uS, TN 38116 

DRIVE 

. . . 

8HlPMe.w wlu BE lNvoiCEP BY: 
NAPEN INC. wvHOUO, co 80613 
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DATE 07/10/97 
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* . 

I;HlPMC?fr WILL BE IHVOm?D IY : 
WEAN INC. BEmHouD* co 60513 
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SAGE ’ PHARMACEUTlGALS 
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. 

SAGE PHARMACEtlTICAtS 

. , 
. 

pAcma SUP No..- Fsh3oz OATE 07/10/97 

8MP vu- UP3 

SHIPMWT WILL bE WvOlCEb BY : 
NAPEAN INC. BERTHOUO, CQ 80513 

. 



. 

PAc!wca WJP No. PsANom2 

+ . 
. 0063 
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I I 
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PSPAR 
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. 
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1 I I 

. . 

. 
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W~rclEiuT WU. bC MWICEO BY: 
BRECXNRIOGE INI=. SOCA RATON, FL 33429 
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I 
MENOGEN KS. TAB- 100s f 24 
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I 
I 
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: 

1 
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: I 8 

sHlPUlct4T WILL BE I?fv0fcEo BY: 
6REC%ENRlffiE INC. BOCA RATON, FL 33429 

. 

. . 
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SAGE PkL4RMACE~CALS 

. -- 
looOg631 I 

.* 

. . . 

. . 

l 



SEP-07-1999 08:53 FDWCDEWRPS 
.I 301 827 5562 

DATE 07/11/97 

SHIP VIA, UPS 

p-24 

1 

i 
I 
I 

24 1 

j 

f 

i 

8HlPMWT WU. BE IWOICECI BY: 
BRECKENFVOGE INC. BOCA PATON, FL 33429 

,I @ c- ----- - - 7-i/-4? . 
.’ .: 

- . 

0070 
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aHiPME?fT WILL bE INVOtCED BY :’ 
BRECKENRIOGE INC. BOCA RATON, FL 33429 

i.T -.,. 

-. 
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SHIPMEN WILL BE lNVC3lCED bY : 
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84uP vu, UPS l 
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I 1 
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NAPEAN ENTERPRISES 
PGSTOFf=fCEE0X1530 
EiiTk-OUO, co20513 
(303) 532.2388 
FAX (303) 532.4a62 

February 15, 1996 

Jim-Ren Chen, Ph.D. 
Pcesfdent 
SAGP PHARWCEUTICALS 
5408 Interstate Avenue 
Shrevepor-ri LA 71109 

Sear Dr. Chen: 

This document is divided in three pans as follows: 

Part 8: 

Part II: 

Par-t ITI: 

General manufactu-+ 
?f-!xiMACEuTIcALS - 

..,ng agreement between SAGE 
=nd NAPEAN ENTERPRISES with regard 

to manuface~rer and purchase of generic ESTROTEST -and 
ESTROTEST h'.S. 

Ccrst projections for analytical and fomkatlon 
development of pilot and production batches of rhe 
above meMimed products as wall as stability casts. 

Term of payment of the costs of 
part LI. 

the items mentioned in 

PART 1. 

This secticln is to confirm that SAGZ PHAFW2CEUTXCAL.S 
NAPEAN - 

INC. and 
rNTERPRISES. do hereby enter into a'katual agre&ncnt 

the nanufacturing.of 
for 

under the following 
generic ESTROTEST and ESTROTEST H.S. Tablets 

terms and conditions. This agreement will 
be binding to both parties unless changes are mutually acceptable 
and are made in writing. 

I. 

.= 

2. 

3. 

* 

SAGE will manufacture generic ESTROTEST and ESTROTES? 11. S. 
exclusively for 
provided SAGE is 

NAPEAN for distribution in the United States 

NAPEAN. 
the sole manufacturer of the products for 

ISAPEAN ~111 pay fcr all development costs related to the 
manufacture of said Products, 

NAPEAN S;?all pay 311 invoices within L-5 days of the date 
on the invoice, taking a II disco-.mt. 

0090 
Notificatfsn of each 

invoice Kill be sent by FAX to (970) 532-4462 and the original 



invoice wfl1 be mailed along with a C of A to HAPSAN at the 
adA- YLe~~ shown on the Letter&ad above. 

4. NAPEAN will fymlsh to SAGE all active raw materials necessary 
for the development of the two prcducts. 

5. P;APEAN will1 pay NATOLI invoice for 16 station tooling (upper 
and lower) for generic ESTROTEST (high strength) imprintecf with 
NE 570. 

6. NAPEAN will order a minimum of one million (l,WCI 000) Tablets 
within one month of notification from SAG& that ali develcpment 
has been completed and acceptable stability studies have been 
met, as required by CXP. 

7. NAPEAN shall be responsible for aLI regGlatary ccmpLiance %r 
the marketLng of generic ESTROZST and ESTROTEST H. S. in <he 
United States. . 

a. SAGE will. be --a c-sponsfble for all GY! practices during the 
manufacturing process of the tablets. 

iebrua-zy, 12 1995 
J. R. Chen Ph.3. 
Manufacturing agreement 
PAGE TWO 

PART IX 

A. The cost estimation to develoo the Generic form of ESTIImEST 
snd ESTROTEST Ii.S, TebLLets is-as I'ollows: 

. . 
.l. Analytical method Development __ 

Raw material (USP, NPK) Product (HPLC) 

2. Film coated tablets 

s 14,ooo.oo 

Formulation development and one lot of 
s 9,500.oo 

stability - batch manufacturing (high 
.- 

r strength) 100,000 tablets. The potential 
-far marketing this pilot batch is probable. 

3. Stability study- one lot, 3 months 
accelerated and extended to 36 months at 
room temperature. 

s 8,0c3.00 

4. Active ingredient cost based on LOO,000 Tablets. 
a. Esterified Estrogen 

(125GZ.l + 10% excess -. total 137 SGM) 
Minimum order 25KG (active 937.k) 

** SC 5,420.00] 

.* b. Methyltestosterone 
** s[37,500.00] 

(Minimum order 1KG) 
** S[ GOO.OOJ 

** Paid for by NAPSAN ENTERPRISES 

TOTAL CEYELOFKENT CGST $31.500.00 

0091 



Februa,-y i4,1996 
J-R. Chen, Ph,3, 
Manufacturing Agreement= 
PAGE TfiREE 

3. Tentative estimation of product price: Flinimum production 
batch order ? ,,CCO,GOO Tablets with The exception thaiz the 
firs-; produczicn bat& of each strength Tablet will be for 
500,000. 
Bottle of iO0 tablets (high strength formulation) 
Bottle of 100 tablets (low strengzh formulation) 

s 10.20 
S 7.60 

C. The price of 100 tablets includes the cost of manufacturing, 
including the costs of the active ingredients, complete 
packaging and labeling, quality control analysis, stability 
studies and any other listed 
regulations for GW. 

requiremnts Under the FDA 

D. Pricing, subject to annual review, is based on the current 
active ingredients costs of esterified estrogens at S 40./p 
($1,5Oil.OO/kg raw material containing 3,753 active) and 
methyltestosterane at $600,00/kg. 3 the event of raw 
material price changes, active or inactive, or Ln the event 
that GXP regulatory 
course of the year, 

requir-ements are increased driring the 
price adjustments for safd changes will 

be negotiated annually in accordance with involcas, price 
increese notices from pertinent dFstrLbutors/manufacturers 
or federal rew,?ato,ry agency notices, 

c If, as expected, zhfs projec 
and produck' 

t rkches a qxcessful, conclusioti 
&-on batch quantities af 

ESTROTEST H. S. are pr?--3 
the generic ESTROTEST and 

AbL ased 
SAGE agrees tc 

fron SAGE by NAPEAN, then 
repay NAPEAN 25 % of the tats1 development 

costs whfch wculd mount to S 7,875,OO in four equal 
installments. NAPEAN will take payinent of the above stated 
amount by deducting S1,968,75 from each 05 the first four 
invoices subruG+ ,&ted to NAPEAN by SAGEr' 

The Total development cost 
& 3 is s 31.5oo.co 

listed in FATiT II under Ltsms i.,Z, 

1 
A. An initial payment of approximately l/3 

JJill be made cpon the signing of this 
.* agreement. .s 1o,coo.co 



cebruary 15, 1996 . 
J.R. Chen, Ph.D. 
??anuf acturlng Agreement 
?AGE FOUR 

2, 

3. 

4. 

Upon ceceip by NAPZAN of development 
status including the I st month stability 
result, another payment of approximately 
l/6 of the totaL wil.1 be paid. This 
development status report must be. completed 
within 6 weeks of receipt by SAGE of tooling 
and active ingrcdisats. S I, 500*00 

Upon receipt of 3 month sta3ility data which 
falls within acceptable limits, NAPEAN wlX 
m+ke final payment of approximately l/t'the 
total development costs. This data must be 

provided within 14 weeks of the receipt of 
tooling and estive ingredients by SAGE, $ 16,ccaoo 

The pilot stabiLity batch of LOO,000 tablets is the 
property of NAPEAN EXTERPRPSZs. 

LZ -- the Listed reprasentatfves for both SAGE ?HARMACEIJTIC~LS INC 
and NAPEAN ENTERPRISES concur with the contents of this doc&ent* 
please signify by signing and dating 
below. 

it in the space so provided 

we , the undersigned accept all. the terms to take effect immedfatefy 
uccr: ai*' &ucing our signatures and the date. 

z - 
FOR NAPEAN EA'TERPRISES 

. 

FOR SAGE PI%R&?!CEUTICALS, 



ROY S. PAYNE 
U.S. MAGiSTR4TE JUDGE 
300 Fannin, Suite 4300 
Shreveport, LA 71101-3087 

SAGE P~C3W~iCALS, INC. 

versus 

NAPEAN ENTERPRISES, INC., ET AL. 

SHREVEPORT DIVISION 

CIVIL ACTION NO. 97-1983 

JUDGE STAGG 

MAGISTRATE JLTDGE PAYNE 

in accordance with the February 26, 1998 Scheduling 

Ccnference, the Motions to Strike filed by defendant on February 9, 

1,998 (Docket No. 9) and on February 12, 1998 (Docket No. 12) are 

DENIED, and the Moticn for ,Drotective Order filed by defendant 

Matkari on February 9, 1998 (Dccket No. 10) is GRANTED zs to 

discovery sought from Matkari, other than discovery that relates to 

the issue of personal jurisdiction. Defendants were directed to 

respond to the outstanding written discovery by March 18, 1998. 

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, 1998 at 1Z:OO 

a.m., at which time the court will determine whether the motion 

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

l COPY SENT BY h-WC ON 03-20-98 
RS?, HARPER, MILLS 
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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 
%een 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 

allegations. A full reading of the complaint shows that these 

allegations have nothing to do with Plaintiff's alleged cause of 

action and the fact of a felony conviction 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, 
.- 

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. 25 Additionally, the United States 

District Court for the Eastern District of Louisiana ruled in 

Gaudin v. Shell oil CO., that "defense counsel may not inquire into 

the detail of the plaintiff's conviction, other than the name of 

the crime, the time and place of the conviction and the 

punishmenY'26. 

The only basis for injecting alleged felony convictions within 

the proceedings in any way would be for the possible impeachment of 

a witness. Even then, the underlying facts of the felony 

conviction are inadmissible evidence. It appears that the 

statements 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. 27 

Matters which have no bearing on a controversy, which are 

2s McCormi& Evidence Sec. 43 at 98 (1984); See United States v. Breckenridpe, 782 
F.2d 13 17, 1323 (5th Cir. 1986) Cert. de ‘ed 479 U.S. 837, 107 S.Ct. 136, 93 L.Ed.2d 79 
(1986); IJnited States v. Barnes 622 F.2: 167 (5th Cir. 1980); Tucker v. United Stam, 409 F.2d 
1291, 1294, n.1 (5th Cir. 1969)I&f”d sub nom; United States v. Woodall 438 F.2d 13 17 (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). 

26 132 FRD 178 (E.D. La 1990). 

27 See for example: Goldstein v. North Jersev Trust Co.. Lx,,132 FRD 178 (E.D. La 
-*1990), a case directIy on point court directly on point, in which the court struck from the 

pleadings similar allegations; Bureeronn v. Uvawas. C.D. CaI. 1996, 922 F. Supp 1450 alleging a 
“sweat shop.” 

15 ‘ 



irrelevant or immaterial, are properly subject to a motion to 

strike from the pleadings. 28 Even relevant portions of a complaint 

may be stricken where they are scandalous and set out in needless 

detail. 2g 

VI. CONCLUSION 

Defendants Motion to Dismiss and Motion to Strike should be 

granted. - 

Respectfully submitted, 

MILLS, TIMMONS & FLOWERS 

Shreveport, Louisiana 71166 
318/222-0337 

Attorneys for Defendant 

.= ” Salem EngineerinQ Co. V. APF Electronics. Inc., 75 F. Supp gg3 p.D. pa. 1948). 

w Gleason v. Chain Service Restaurant, 300 F. Supp. 1241 (S.D. N.Y. 1969)) &med 
422 F. 2d 342 (2nd Cir. 1990). 
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FLORIDA BRECKENRJDGE, INC., 
d/b/a BRECKENRIDGE 
PHARMACEUTICAL, WC., 

UKITED STATES DISTRICT COURT 
SOUTHERN DISTRICT OF FLORIDA 

PlaintiE and Counterclaim Defendanq 

vs. 

SOLVAY PH.9RMACETUXCALS, INC., 

Defendant and Counrercfaim Plaintiff, 

vs. 

NAPEAN E?Ti-EwIuSES, DC., 

Case No. 97-8417~CIV-RYSIL4MP 

pyfgT=q 

SUMMARY JT.DGMENT 
ORDER 

Counterclaim Defendant. 

/ 

. THIS CAUSE came before the Court upon Solvay Pharmaceuticals, Inc.~s 
. 

. 

(“Solvay”) motion for summary judgment [DE-971 and upon Florida Breckenridge, Inc. 

d/b/a Florida Breckenridgk Pharmaceutical, Inc.‘s (“Breckemidge”) cross-motion for 

summary judgment [DE-I 04J. The motions have bezn fiIIy briefed and the Court has 

.- 
heard oral argument. For tie reasons stated in this Order, the Court will deny Solvay’s 

motion for summary jud_pent and will grant Sreckenridge’s cross-motion for summary 

judgment. 

or)98 . 



Page 2 UNITED STATES DfSTRKT COURT 
SOUl’lfERN DISTRKT OF FLORIDA 

,I. BACKGROUND 

A. The Estratest Drugs 

Solvay is a pharmaceutical drug company that manufactures and seils the drui 

ESTRATESTQ a hormone replacement therapy for menopausal women. (Solvay’s Facts 

3 11.) Solvay has manufactured ESTRATEST@ since 1964, and has manufactured 

ESTRATESTB H.S., a half-strength version of ESTR4TEST6, since 1975. (Iii.) 

ESTIUTEST@ and ESTUTEST@ H.S. (collectively, “the Es-test Drugs?) contain the 

are “second line” hormone replacement drugs 

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

“first he” estrogedy d 7 7,9, 10.) The E-test Drugs are sold by 

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

Administration (“FDA”) (Breckenridge’s Faks 7 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 

Solvay’s ESTRATESTQi, f&strength pill comes as a rounded oval caplet (a tablet 

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

and white lettering on one side. The white lettering reads “Solvay” and “1026.” T’he 
** 

I The reasons why the Emtest Drugs are not regulated by the FDA are unknown to the 
’ Court. The parties have stated that the FDA’s Iack of regulation is an historical anomaly. 
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Page 3 UNif) STATES DISTNCT COURT 
SOUTHERN DISTRICT OF FLORIDA 

ESTRATEST@ H.S. half-strength capiet is of identical shape, but bears a smoo& glossy 

light green coating. ” Solvay” and “1023” are stamped in black on one 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 1.225 milligrams of esterified estrogens USP and 2.5 millig-rams 

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 Soivay’s Facts 148-49.) 

The designation “USP” in conjunction with the name of an ingredient means ‘that 

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

(Solvay’s Resp. to Breckenridge’s Mot. for Summ. 3. (“Solvay’s Resp.“) at 9.) The 

United States Pharmacopeia establishes monographs, or standards, for determining.tbe 

-. “identity, strength, quality, and purity” of drug ingredients. (Id. at 8.) To meet the USP 

_ 
monograph for esterified estrogens, a drug must contain a certain amount of two 

particular esuogenic substances in certain amounts. (Id. at 9.) It is undisputed that the 

Estratest Drugs comply with the 17SP monoPranh. 
\ 

%.- 

After the Court denied Solvay’s request for a preliminary injunction, Solvay 

performed additional tests on its Esmtest Drugs - tests not required to establish that a 

drug’s ingredients comply with USP. (Breckenridge’s Additional Facts 161; 

, 
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Breckenridge’s Facts, App. II, Tab 12 (“Chalgeri Aff.“).) Solvay’s tests revealed that the 

Estrarest Drugs contain two additional estrogenic substances which are not listed in the 

PDR: 17 0: dihydroequilin sodium sulfate and 17 QS dihydroequilinen sodium sulfate.. 

(Solvay’s Req. at 1 O-l 2; Breckentidge’s Additional Facts 7 59; Lobo Decl. 19.) Solvay 

claims that these additional ingredients are estrre and that they enhance the 

operation of the Estratest Dmgs. (Solvay’s Req. at Il.) Breckenridge disputes Solvay’s 

contention that the additional ingredients are active. 

F‘, 

? 
:1 

:.. 

.: 

. . 

The Estratest Drugs take as long as fony-eight minutes to break down, completely 

in the bloodstrearr, (Solvay’s Facts V 34,) and are not fully absorbed into the bloodstream 

until 120 minutes after ingestion. (Id.) 

B. Thg Menogen Drugs 

Breckemidge, a generic pharmaceutical drug cdmpany, markets the drugs 

5 MENOGEN and MENOGEN H.S. (collectively, “the Menogen Drugs”) as a substitute 

for Solvay’s Estratest Drugs. (Id. 1 16, 18.) Breckenridge sends its orders to Napean 

Ente+es (‘?\lapean”) which provides instructions to the drug manufacturer regarding 

the shipping of the drugs. Napean also coordinates the overall management of the 

.- 
business enterprise between Breckenridge and the drug manufacturer. (Id f[ 17.)* 

’ 1997. 
2 The Menogen Drugs have not been manufactured or sold since approximately July 

0101 



UNITED STATES DISTRlCT COURT 
SOUTHERN DISTRICT OF riLORJDA 

1. Appearance of the Menogen Drugs 

The Menogen Drug tablets are a high and squared ova1 shape, with top, bottom and 

ends rounded, and with the sides squared. T’ney are approximately 518 inch long. The 

f&strength jvIENOGEN tablet bears a somewhat rough and dull dark green finish, and is 

stamped by indentation and without color “hZ” on one side and “570” on the other. The ^ 

MENOGEN H.S. half-strength tablet is an identical squared oval tablet be&,ng a rough 

light green finish and the stamp “560” in place of the fiJl-strengths “570.” 

2. Chemical Makeup of the Menogen Drugs 

MENOGEN contains I.25 milligrams of esterified estrogens USP and 2.5 

milligrams of methyhestosterone USP. (Breckenridge’s Facts 7 IO.) MENCGEN H.S. 

contains .625 milligrams of esterified esnogens USP and 1.25 milligrams of 

methyltestosterone USP. (Breckenridge’s Additional Facts ‘If 52.) The esterified estrogen 

and methyltestosterone in the Menogen Drugs comply with the USP monograph as do the . - - ._ ..~ _ _ _ 

Estratest Drugs. (Id. 112.) However, the Menogen Drugs do not contain the two 17 = 

compounds which the Estratest Drugs contain. Apparently, the reason the Menogen 

Drugs do not contain the 1/ * 0: compounds is that Breckenridge’s manufacturer obtains its 

esterified estrogen from a different estrogen producer than does Solvay. (Solvay’s Facts a 

38.) The Menogen Drugs break down completely in the bloodstream within three 

. 
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minutes, (Solvay’s Facts 134), and are fully absorbed into the bloodstream after 15 
d 

minutes have elapsed. (Id.) . 

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 customers. (IQ’. 1 19.) In those phone conversations, Runsdorf stated that the 

“generic esuivalent’l_ofthe_Es-~~~s~,,~~gs (AI) Mexmare the -____,_ cI_ ---. ._ ._ ----I..-. 

On May 1,1997, Breckenridge issued two press releases. (Breckenxidge’s 

Additional Facts 153.) One of these press reieases was sent to various pharmaceutical 

* 
trade publications including “Medical Marketm, 

Q and Media.” (hf. 120.) The other was 

sent to roughly 400 pharmaceutical buyers. 
(Id.) 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. 

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

MENOGEN H.S. and MENOGEN are members of one of the 
fastest growing women’s health categories, Hormone 
Replacement Therapy @XT). 
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MENOGEN H.S. and MENOGEN are available in 100 tablet 
bottles. 

(Id., App. I, Tab 6, Exh. 13.) Both press releases stated that the Menogen Drugs 

“compare to” the Estratest Drugs and are in addition to Breckenridge’s “generic” line. 

(Breckenridge’s Additional Facts 153.) At least one industry publication has declared 

the Menogen Drugs to be “generic equivalents ” of the Estratest Drugs. (Solvay’s Facts 1 

22.) Solvay estimates that its market share has dropped as much as 12% sixice the 

Menogen Drugs have been on the market. (Solvay’s Facts 145.) 

Breckemidge’s President admits that Breckenridge did not perform tests to 

substantiate its statements that the Menogen Drugs are the “generic equivalent” or 

“compare to” the Estratest Drugs. (Id. q 29.) Instead, Breckemidge relied upon the oral 

assurances 0fNapea.n to make such a claim. (Id.) Napean did not perform any tests to 

subs-antiate such a claim. (Z. 1.30.) The drug manufacturer, who is no longer a party to 

this lawsuit did test the Estratest Drugs to determine if the ingredients esterified estrog-ti 

USP and metbyltestosterone USP were present in the quantities shown on Solvay’s label. 
. 

(Breckenridge’s Resp. to Solvay’s Facts a 3 1.) The Menogen and Estratest Drugs 

contain the same amount of esterified estrogen USP and methyltestosterone USP. 

.* D. Procedural History 

Following Breckenxidge’s announcement, Solvay and Breckenrihge 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. Tnose 

negotiations were unsuccessfu1 and, in May of 1997, Breckenridge filed a complaint for 

declaratory reIief against Solvay. Breckenridge alleged that the trade dress for its . 

Menogen Drugs did not infringe on Solvay’s Estratest Dmgs. Three weeks later, Solvay 

. 
filed its answer and counterclaim allegmg trade dress in&ingement and unfair 

competition’. Solvay aIso requested injunctive relief 

On June 27, 1997, the Court denied Solvay’s motion for a preliminary i&junction 

on its trade dress claims and denied without prejudice Solvay’s motion for a preIimin;uy 

injunction as to the false advertising claims. Solvay now moves for summary judgment 

on its false advertising claim, claiming that Breckenridge’s advertisements are literally 

false. Breckemidge cross-moves for sum.msLry 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 issue of material fact 

and the moving p& is entitled to judgment as a matter of law. Fed. R. Civ. P. 56(c). 

.* 
“Some aIleged facrual dispute between the parties will not defeat an othetise properly 

supported motion for summary judgmenq the requirement is that there be no genuine 

issue of mar&al fact” Anderson V. Liberty Lobby, Inc., 477 U.S. 242,247-248, IO6 
, 

b105 
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S.Ct. 2505,25 IO, 91 L.Ed.2d 202 (1986) (emphasis in the original). “For facrual issues to 

be considered genuine, they must have a real basis in the record.” Hairston v. Gainesville 

Sim Pub. Co., 9 F.3d 9 13,919 (11 th Cir. 1993). The parry opposing summary jud-pent 

may not simply rely upon the pleadings or mere denials of the allegations. Rather, the 

opposing party must adduce some evidence showing that material facts are in issue. See 

Anderson, 477 at 256; 106 S.Ct. at 2514.. 

In considering a motion for summary judgment the Court views the facts in the c 

light most favorable to the nonmoving party. ’ See Poller v. Colzimbi~? Broadcasting 

Sys:em, Inc., 368 U.S. 464,473,82 S.Ct. 486,491, 7 L.Ed.2d 45.8 (1962). The Court till 

enter summary judgment if a party fails “to make a showing suff&nt to es’ablish the 

existence of an element essential to that parry’s case, and on which that party will bear the 

burden of proof at trial.” Celotex v. Catreti, 477 U.S. 3 17,322, 106 S&.2548,2552,91 

L.Ed.Zd 265 (1986); Fed. R. Civ. P. 56(e). . 

Because only Breckenridge has moved for summary judgment on the issue of trade 

dress, Breckemidge bearsthe burden of showing that no trade dress infringement 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.3 Although each party bears its 

3 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 SuuthZand Sod Farm v. 
Stover Seed Cu., 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 Rarer 
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own burden, the Court will strictly scrutinize 0 Breckenridge’s claims of equivalence 

because couns “traditionally undertake[ ] close scrutiny of drug safety cIaims.” 

Mc)Jeilab, Inc. v. American Home Producrs Corp., 848 F.2d 34, 37 (2d Cir. 1988) 
. I 

(closely scrutinizing dm, 0 company’s claim of overall equivalence). See Syntax Labs, Inc. 

v. )ior&h Pharmacal Co., 437 F.2d 566, 569 (2d Cir. 1971) (strictly scmtinizing 

likelihood of confusion of drug company’s use of similar trademark). 

B. Trade Dress Infringement 

Breckenridge moves for summary jud,ament on the trade dress infringement claim. 

.4lthou@1 the Court denied Solvay’s motion for preliminary injunction on trade dress 

intingement, that denial alone is insuf5cient 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 oflaw 

.= 

made by a court granting a preliminary injunction are not binding at trial on the merits,” . 

the Court may rely upon its findings if they are still uncontested. 
Universiy ofTexas v. 

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

Pham Inc., 19 F.3d 125,129 (3d Cir. 1994) (same); BASF Cop. v. Old World Truding Co., 41 
F.3d 1 i81 1089 (7” Cir. 1994) (same). See also Mtieil-P.C.C., Inc v. Bristol-Myers Squibb 
Co 938 ;.2d 1544,1549 (2d Cir.1991) @laintiEbears burden of showing false advertising on 
pre&ninary 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. 

0107 
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“[Wlhether trade dress has been infringed is a question of law.” Epic Metals Corp. 

v. Souliers, 99 F.3d 1034,1037 (1 I” Cir. 1996). To prevail on a claim for trade dress 

infingement, a plaintiff must ShOW: “(1) that the trade dress of the two products is . 

ConfusingIy similar; (2) that the features of the tiade 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. Skating Clubs of Georgia, Inc., 716 F.2d 833, 839 (11’ Cir. .1983). 

Thus, a grant of summary jud,ament on likelihood of confusion is proper only if no 

reasonable jury could return a verdict for the party against whom summary jud_ment is 

sought. See Camp Creek Hospitality Inns, Inc. v. Sheraton Franchise Corp., 130 F.3d 

1009, 1013 (11” Cir. 1997). 

In determining whether two products are confusingly similar, courts consider: the 

type of mark, the similar@ of design, the similarity of the product, the identity of the - 

retail outlets and purchasers, the similarity of advertising media used, defendant’s intent, 

and actual confision. See Laboratorios Roldan C. por A. u. Tex ini?, Inc., 902 F. Supp 

.= 

1555, 1566 (S.D. Fla. 1995) (citing John H. Harland Co. v. Clarke Checks, Inc., 711 F.2d 

966,972 (1 I* 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 COUC’S Order denying Solvay’s motion for 

preliminary injunction, the Court found that the overall impression of the Menogen &d 

Estratest pills offers only a very low level of similarity. The Court’s finding was based 

upon the fact that the Menogen tablet is a large high oval with straight and squared-off 

edges. In contrast, the Estratest caplet is a smaller rounded oval that looks Iike a 

traditional capsule. Thk Menogen tablet is a rough, dull dark green (in the case of the 

half:strength a rough light green), while the Estratest caplet is a smooth, glossy dark 

. 

green (in the -case of the half-strength a smooth, glossy Iight green). The Estratest caplet 

is approximately !4 of an inch long, while the Menogen tablet is approximately 98 of an 

inch long. The Menogen tablet is debossed with uncolored identifying letters and 

‘. 
numbers, while the Estratest caplet is printed xx a contrasting color with the Solvay mark 

and identifying numbers. Considering the above findings, the Court ruled that the drugs 
. . 

do not look or feel the same, and a patient would notice the dif7erence in swallowing the 

larger, less-rounded Menogen tablet. 

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

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

similar. In light 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. 

. 

0109 
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2. Breckenridge’s Intent 

The relevant intent is Breckenridge’s intent to appropriate Solvay’s reputation and 

goodwill. See Ambrir, litc. Y. Kraf Inc., 8 12 F. 2d 153 1,1542 (I 1* Cir. 1996), cert; 

denied, 481 U.S. 1041,107 S.Ct. 1983,95 L.Ed2d 822 (1987). In the Court’s ezlier 

opinion, the Court found that Solvay produced no direct evidence of Breckenridge’s bad 

intent and that the facts of this case did not provide any circumstantial evidence of 

Breckenridge’s bad intent. The Court considered in detail whether the similarity in color 

provided any evidence of Breckenridge’s bad intent, and theCourt concluded that it did 

not. The Court also considered and rejected the argument that 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 ReIevant Consumers 

. 
SOlvzty z&i% that the relevant consumers are not pharmacists’and physicians, but 

patients. These patients, argues Solvay, will be confused by Breckenridge’s trade dress in 

a way that pharmacists and physicians may 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 R.S. does not appear on the Menogen Drugs themselves, and appears 

4 o&y on the packaging. Solvay has not challenged the drugs’ packaging. 
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confused. Solvay has not presented any new evidence in support of its ar*mment. A 

reasonable jury could not find for Solvay on t-his count. Second, Solvay admits that 

phamac& and pharmaceutical suppliers are the purchasers of its prescription drugs. 

Neither Solvay or Breckenridge now market, or eve, r have marketed, their prescription 

drugs directly to consumers. For the. above slated reasons, the Court will grant 

Breckenridge’s motion for summary judgment on the trade. dress iniringement claim. 

C. False Advertising 

1. Elements of Fake Advertising Vidlation 

Solvay moves, and Florida Breckenn bc, . -? me cross-moves, for summary judgment on 

: &e false advertising claim. The La&am Act creates a civil remedy for injuries caused by 

a competitor’s false advertisements. The starJte imposes liability upon: 

(a)( 1) Any person who, on or in connection with any goods or services . . . 
uses in commerce any word, term, name, symbol, or device, OT any 
combination theieof, 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 promotion, misrepresents the 
nature, characteristics, qualities, or geographic origin of his . . . 
goods.. . 

15 U.S.C. lj 1125(a)(l)(B). T o p revail on a claim for false advertising under the Lanham 

.# Act a plaintiffmust 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) 

(4) 

(5) 

UMTED STATES DISTRKT’ COURT 
SO~~lU’J DIS’INCT OF FLORfDA 

Those advenisements actually deceived consumers or have the 
tendency to deceive a substantial portion of the targeted audience; 

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

The defendant’s advertised products traveled in interstate commerce; 
and, 

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), af’d mem., No. 96-4281 (11” Cir. Jan. 23,1998). See also ALP0 Pefiodr, Inc. v. 

Ralston Purina Co., 913 F. 2d. 958,964 (D-C. Cir. 1990). ‘This case turns upon the f&t 

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 
, .’ 
: 

.’ . . . y 
. . . . . ?: 

To qualify as commercial advertising, a statement must be: ’ i. .’ ::. 1 
‘i L’ :- - . . ., . . 

(1) commercial speecfi; (2) by a defendant who is in commercial : :‘l: 
competition with plaintiE, (3) for the purpose of infiuencing consumers to 
buy defendant’s goods or services. Whi’le the representations need not be 
made in a “cfassical advertising campaign,” but may consist instead of 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. 

.” . ._ ._ :. -_ .-‘I . . ._: . ._ .‘_’ . . ..- .._ ;.; _‘_ -.- _... ., ..: . ‘. .-. . . .Z.‘.. .. 
: . 

. . 
, 
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Seven-Up CO. V. Coca-Cola CO., 86 F.3d 1379, 1384 (Y’ Cir. 1996). See Medical 

Graphics Corp. V. SensorMedics Corp., 872 F. S~pp. 643,650 (II. Minn. 1994) (same 

four part test). 

Breckenridge contends that its oral representations are not advenising within the 

meaning of the Lanham Act. The oral representations consist of the foIlowing: Mr. 

Runsdorf, the President of Breckenridge, and one other Breckenridge representative made 

various phone calls to customers regarding the Menogen Drugs. (Solvay’s Facts, App. II, 

Tab 6 Runsdorf Dep. at 72, lines 20-23.) During the telephone donversations, Runsdorf 

would “tell the customer of the existence of the product. I would tell him about the brand 

product, the. sales of the brand product, if I know.& and the sale trend, if I how it. I 

would tell him about the rqulatory stams of the product, give him pricing information.” 

(Id at 73, lines 2-7.) Runsdorf also stated that Breckemidge marketed the Menogen 

Drugs, “a generic equivalent of [the] EstraTest Drugs].” (Id at 39, lines 8-13; see id. at 

73, lines 8-13.) 

It is unclear from Runsdoff s deposition how many times he made the above- 

described statements. It is clear, however, that Runsdorf’s statements were not isolated 

occurrences, but were instead an integral part of Breckenridge’s advertising campaign. 

.- The affidavit’of Jim Hynd, Solvay’s Director of Women’s Health Marketing, states that 

“telephone visits” between sales representatives and their customers are integral to the. 

L 
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sales process in the prescription drug industry. Hynd avers, “I know of no business in the 

industry that promotes itsprescription drugs without such face-to-face or personal 

anentjon on the part of the saies representarive t0 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., Eti. B, Hynd AfX at 4.) 

Runidorf’s oral statements, as a matter of law, constitute commercial advertising. 

Breckenridge has not produced evidence conuadicting Hynd’s affidavit, nor does it argue 

that the telephone conversations were an unimportant or insubstantial part of its 

marketing. Runsdorf’s statements were cormnercial speech made by a defendant in 

cor&nercial 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 overaIl marketing scheme and were sufficiently disseminated to constitute 

advertising within the pharmaceutical drug industry. 

3. W-&tten-Statmmiti-A+t2-p& Puffery 

In its press releases, Breckemidge stated that the Menogen Drugs “compare to” the 

Esiratest Drugs and that Breckenridge was adding the Menogen Drugs to its “generic” 

line. Solvay contends that Breckem-idge’s written stateme& are false and misleading. In 

*I reqoonse, 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 literally false. The Court will 

examine each of these arguments in turn. 

Breckenridge first argues that its statements 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 puf?exy as: 

“advertising, blustering, and boas& upon which no reasonable buyer 
would rely and is not actionabie under lanham Act] $43(a).” 3 J. Thomas 
McCarthy, McCarthy on Trademarks and Unfair Competition 4 27.04[4][d] 
at 27-52 (3d ed.1994). While product superiority claims that are vague or 
highly subjective often amount to nonactionable puffery, Cook, P&.s~ and 
Liehe v. Northern Cui$mia Collection Service, Inc., 911 F.2d 242,246 (gh 
Cir. 1990), “misdescriptions of specific or absolute characteristics of a 
product are actionable.” Id. (citation or&ted). 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 puffmg”). 

Souihland Sod Farms, 108 F.3d at 1145 (statement that “Less is More” is nonactionable 

puffery). In short, “[tlhe ‘pur%ng’ rule amounts to a seller’s privilege to lie his head OfE, 

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 ofTorts $ 

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

‘ . 

0115 
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statement of fact or mere puffery is a maner ofiaw. See Cook, Perkis;rs & Liehe, 911 F&j 

at 245. 

In response to Breckenridge’s argument that the statements in its press releases are 

mere puffery, Solvay argues: (1) that Brecketidge has no support for its argument that 

. 

. . 

“compare to” and “generic” can be pufGng in a pharmaceutical advertisement; and, (2) 

B;eckenridge’s president admitted in his deposition that “compare to” means “generic” 

equivalence. The Court will not reach Solvay’s second argument because it finds the first ~ 

argument persuasive. 

Breckcmidge stated in its press release that it was adding its Menogen Drugs to its 

“growing generic pharmaceutical line” and that the Menogen Drugs “compare to” the 

Estratest Drugs. These statements are not mere general claims that a product is ‘“better” 

than another product. See XikkaiIndus., Ltd. v. S&m, Inc., 735 F, Supp. 1227, 1234 n. 3 

(S.D.N.Y. 1990) ( c 1 aim that one product ‘better than” another is mere puking). A drug 
. 

company’s claim of generic equivalency is more than mere “‘blustering and boasting.” 1 

Southland Sod Funns, 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 satisfied 

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

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

of superioriry existed.) 

Having determined that Breckenridge’s statements are actionable advertising,’ the 

Court must determine whether Breckenridge’s ads are literally false or IiteraIly true as a 

. 
maner of law. They are literally true, and the Court will grant Breckenridge’s, and deny 

Solvay’s, motion for summary judgment. 

4. Sohay Makes a Claim for Literal Falsity Only 

An advertisement may be false within the meaning of the Lanham Act in one of 

two ways: “either. . . the challenged advertisement is literally false, or, although literally 

tie... it is still likely to mislead or confuse consumers.” L & F Products v. Proctor & 

Gamble Co., 45 F-id 709,711 (2d Cir.. 1995). See C.B. Fleet Co. v. SmihkIine Beacham 

Consumer Healthcare, Ltd., 13.1. F.3d.430,434 (4* Cir. 1997). Solvay’s claim for false 

c advetising is a claim of literal falsity only. Solvay first discussed Breckenridge’s alleged’ 

false advertising in its motion for preliminary injunction. The preliminary injunction 

claims that Solvay will be-harmed by Breckenridge’s trade dress infringement because 
. 

Breckenridge’s advertisements are literally false. On page four of its motion, Solvay 

assem that the drug “purportedly compares” to the Estratest Drugs, but has not been 
..= 

demonstrated to compare. 5 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 may not fulfill the test requirements for 

generic equivalency. (See Solvay’s Mot. for Prelim. Inj. at 21 (I.C.3), 24 (I-D).) 

Whether an advertisement is false is usually a question of fact. See C-B. Neet CO., 

13 1 F.3d at 434; L & F Products, 45 F.3d at 712. However, a court may grant summary 

judgment to the plaintiff if it finds the defendant’s claims to be literally false. See Lipton 

v. The hrature Company, 71 F.3d 464 (2d Cir. 1995) (reversing district court’s grant of 

summary judgment where advertisement not literally false); Janda v. Riky-Megg,s 

In&zries, Jnc,, 764 F. Supp. 1223 (E-D. Mich. 1991) (g-ranting summary jud-event where 

claims literally false). Summary jud”gment is especially appropriate here, where both 

parties have moved for summary judgment on literal falsity. 

5. Two Bydens 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 recentfy noted: 

When an advertising cl&m . . . expressly . . . asserts that [it] is testor 
study-validated . . . fs]uch a claim may . . . be proven literally fake by 
showing only that the test asserted to validate it did not in fact do so . . . 
where 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. Fleer Co., 13 1 F.3d at 435. See Rhone-Poulenc Rarer Phanns,, Inc. v. Marion 

Men-e11 Dow, Inc., 93 F.3d 5 1 I, 5 14-l 5 (8th Cir. 1996) (diffkrent standards of proof apply 
‘ 
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to the two types of advenising claims); BASF Cup, 41 F.3d at IO91 (proofrequired to 

prove literal falsity will vary depending upon the statement made); Castrof, Inc. v. 

Quaker Slaze COT., 977 F.2d 57, 62-63 (2d 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 inay be proven only by evidence affirmatively showing claim’s falsity). 

Neither of these standards are particularly helpful to the Court, as the question of 

whether Breckenridge’s use of “compare to” znd “generic equivalent” for a non-FDA 

regulated drug means, as a matter of law, that Breckemidge satisfied certain tests, is at the 

heart of the issue which the Court must decide. 

6. Advertjsing 1s Literally True 

Solvay argues that Breckenridge’s s”atements that +he Menogen Drugs are the 

. . 
_. . 

generic equivalent of, compare to, and are an addition to Breckemidge’s generic line of 
. ; : . . .I _ 

pharmaceutical drugs, are literally false. The Court disables. The question of what 

“generic.,equivalence” means in the context of a non-FDA regulated pharmaceutical drug 

appears to be an issue of first impression. 6 The parties have not located, nor has the 

.= . . 

;- 
6 It also presents an issue quite uniike most Lanham~Acteaaes: 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, t.6 plaintifiis attempting to prove false advertising 

l by showing that the defendant did not copy the plaintiffs pro+” closely enough. 
‘. 

- 
.:. . ‘Y... :- ‘.. ,.1.- 0119 .‘. .,. 

. . . . ‘. 



Page 23 UNTED STATES DISTRICT COURT 
SOuTI-IXN DISTRICT OF FLORIDA 

Coufi’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. Alternatively, Solvay would have the Court apply a chemical equivalence 

standard, 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 bioequivalent to the pioneer drug. AU 

prospective manufacturers of a FDA regulated generic equivalent must perform tests 

demonstrating that the drug is bioequivalent to the pioneer drug. (Solvay’s Facts., App. I, 

Tab 10 at ix). Once the FDA detetines that a generic drug is bioequivalent, it lists the 

generic drug in its Orange Book. Breckemidge does not now contend that the Menogen 

Dogs are bioequivalent to the Estratest Drugs, nor did Breckenridge ever advertise that 

: the Mendgen Drugs complied with the FDA’s Orange Book standards. Solvay contends 

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

cIaim of bioequivalency. _ 

7 In inwood Laboratories u. Ives Luborarories, 456 U.S.‘844,102 S.Ct. 2182,72 LEd3 
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 competitcir could be 
vicariously liable under the La&am Act. The Supreme Court noted that the n - ’ --------- 

generic drug was bioequivalent and had the same bioavailability. 456 U.S. at 848 n.5, IUL ~.LZ _ - _ _ - _ -- .I,lr,. __.- _ 

on-FDA approvuI 
1 .men- . 

2185 n-5. However, the Supreme Court did no t state that bioequivalency or bioavaiulaolnLy was 

required. L 

0120 
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Chemical equivalence is a’lower standard than the FDA’S bioequivalence standard. 

Dr. Raj Matkari, the President, Director and Owner of Napean, stated in his deposition 
. . 

that a drug is the generic equivalent of a pioneer dru, fl if it is chemically equivalent, . 

bioequivalent, or therapeutically equivalent. (Solvay’s Facts 124.) In other words, 

according to Dr. Matkari, a drug can be a 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. (ILL 7 25.) 

b. Chemical Equivalence is the Proper Standard 

Whether Breckenridge’s claims of generic equivalence are literally false hinges 

upon an issue of first impression: what the term “generic equivalent” means in the 

context of a non-FDA regulated drug.8 3 means chemical equivalence. In marketing its 

drugs for the last thirty years, Solvay has made limited representations regarding the . 

\ contents of its Estratest dmgs: it lists the drugs’ active ingredients in the PDR and - 

represents that fiose active ingredients comply with the USP monograph. Solvay is not 

required to further disclose or test the ingredients of its E-test 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 tial, the Court would have to instruct the jury on 
whether the FDA’s standard for generic equivalency or the chemical equivalency standard 
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Instead, Breckenridge followed a commercially reasonable path.and complied with all 

commercial descriptions 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: Breckendge 

does not advertise to consumers uneducated about pharmaceutical drugs, but rather 
. 

targets knowledgeable pharmaceutical buyers and physicians. ‘Breckenridge’s buyers are 

aware that the Estratest Drugs are not regulated by the FDA and that manufacmrers of the 

. Menogen Drugs are not required to perform FDA bioequivalency tests before marketing 

their drug. Furthermore, Breckenridge President Runsdorf testified that when he calls 

prospective buyers and represents to them that the Menogen Dogs are the “generic 

equivalent” of the Estratest Drugs, he mforms prospective buyers of the drug’s regulatory 

satus. (Solvay’s Facts, App. II, Tab 6 Runsdorf Dep. at ‘73, lines 2-7.) Given these facts, 

. “generic equivalence” cannot mean FDA equivalence but must mean chemical 

equivalence. 

c, 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 1’7 = compounds 

l 
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absent from the Menogen Drugs, and because the IWO drugs dissolve at a different rate. 

Breckenridge argues that the statement is literally true because Solvay has not shown that 

the I7 0~ compounds are active ingredients or that the different dissolution rates are 

si_@ficant. Furthermore, the two drugs have the same PDR description and their 

ingredients satisfy the USP monograph. 

Although 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 

emogens USP used in the MENOGEN products does not contain the same active 

ingredients as the ester-iced estrogens USP used in the ESTRATEST@ product, thus 

confirming that the two manufacturers: products are not ‘chemical equivalents,“’ (Lobo 

Decl. 1 8) (emphasis in original). Yet, Solvay points to no evidence which suggests that 

the supposedly “active ingredients” have any effect. Solvay’s other expert, Dr. Scott 

Washburn, admits that “the full effect of these hormones in the human body is unknown” 

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 15 .) 

Solvay likewise has not shown that the different disintegration and dissolution 
.‘ 

rates play any.role in’ the efiectiveness of the Estratest or Menogen Drugs. According to 

Dr. Lobo, “[s]uch differences could affect the bioavalability of the two drugs.” (rd- a 

‘ 
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10-b.) Dr. Washburn avers that, “[wlithout specific clinical testing, none ofthese 

adverse effects can be ruled out.” (Solvay’s Reply, Exh. A 15.)’ At the summary 

judgment stage, the Court assumes that all the evidence has been submined. Solvay’s 

evidence is insufficient to carry its summary judgment burden of showing that the drugs 

contain different active ingredients. 

Breckenridge has demonstrated that the drugs are cheniically 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. Sup?. 278, 
\ 

279 @.N.L.l982)( considering Premarin and observing that not ail drugs with same 

U.S.P. grade are entitled to be substituted), affd, 722 F.2d 730 (3d Cir. 1983). See also 

United States v. .4n Article ofDrug Ova I., 414 F. Supp. 660,661 @NJ. 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), afd, 
-. - 

535 F.2d 1248 (3d Cir. 1976). These cases are distinguishable because they consider 

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 

.- g Solvay’s main bone of contention with Breckenridge seems to be that “a cIaim 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 ‘I[ 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 the evidence, 

the Court will ,grant Breckenridge’s motion for summary judgment on the false . 

advertising claim and deny Solvay’s motion. 

III. CONcLUSlON 

Having considered the motions and the pertinent porths of the record, it is 

ORDERED AND ADJUDGED that Solvay’s motion for summary judgment [DE- 

971 is DENIED and that Breckenridge’s cross-motion for summary judgment [DE-1041 is 

GRAEvTED. 

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

&s /R day ofMarch, 1998. ; 
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--. 
Appeal from the United States District Court for the 

Southern District of Florida. 

Before COX and BARKE’IT, Circuit Judges, and 
FAY, Senior Circuit Judge. 

BY THE COURT: 

.*l Solvay Pharmaceuticals, Inc. (“Solvay”) has 
marketed Estratest, a hormone replacement drug, 
for well over, thirty years. In the spring ‘of 1997, 
Florida Breckenridge, 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 fued 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 ar,ment 
before this Court, and were requested to tile 
supplemental briefs. Shortly before the deadline for 
Solvay to fde 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, ar,ouing 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. 

I. 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 year 
window to submit revisions of their NDAs to prove 
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their efftcacy. 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 DES1 
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 f are grandfathered. 21 U.S.C. 0 
32Kp)W; Weinberger v. Hynson, Westcott & 
Dunning, Inc., 412 U.S. 609, 613, 93 S.Ct. 2469, 
2475, 37 L.Ed.2d 207 (1973). 

*2 By its terms,’ the DES1 program applied only to 
drugs that already had approved NDAs as of 1962. 
In conjunction with the DES1 program, the FDA 
developed a policy whereby drugs that were 
identical, similar or related (“ISR drugs”) to an 
approved drug in -the DES1 review program could 
“pig,!g-back” off of the DES1 review by submitting 
an ANDA after the DES1 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)( 
“[‘lJhe 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. 5 355.“). In response to this case, the 
FDA published a revision to its policy guidelines 
that “clarified” the agency’s position. CPG 
7132c.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 DES1 
program are new drugs, and therefore, require an 
approved NDA or ANDA for marketing. In view 

.d 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 future the marketing of such 
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unapproved products. 
FDA Compliance Policy Guidelines Q 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, 
Solvay 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 DES1 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 becameeffective. 

. -. ~-- 
*3 As part of the DES1 process, a study evaluated 

the efftcacy 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 
esterifled estrogens and methyltestosterone. The 
drugs were evaluated in. a published notice, DES1 
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 DES1 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 dosages as Estratest and was marketed 
as the generic equivalent of Estratest. Breckemidge 
did not obtain approval of an NDA or ANDA before 
marketing Menogen, and has not obtained approval 
to this date. Breckemidge relies on Solvay’s 
contention that Estratest is legally on the market 
without approval to extend aiso 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, 
Breckemidge 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 false 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 fmd 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 
hrugs and that in this world of non-regulated 
pharmaceuticals, a lower standard of equivalence 
was sufficient to render Breckenridge’s claims 
literally true. 

i 
4 
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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 ar,gent, both parties continued to 
assert that they were lawfully on the market, 
although they could not articulate consistent or 
specific reasons why. [FNl] 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 supplemental brief was due, 
Solvay filed this motion to dismiss their appeal with 
prejudice. Breckenridge responded by requesting 
sanctions for a frivolous appeal pursuant to 
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 
tb.e 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 (9th 
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 (11th 
Cir. 1993). These duties are ?eveLsubservient to _a 
lawyer’s duty to advocate zealousiy 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. 

FNZ. 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 

Page 4 

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. tbiny- 
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 elicuse 
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, 39-40 (D.P.R.l99l)(applying 
federal trademark law to equivalent state unfair 
competition statute and holding 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 50434 
(T.T.A.B. 1982)(“It has been the consistent position 
of this Board and the policy of the Patent and 
Trademark Off& that a ‘use in commerce’ means a 
‘lawful use in commerce’, and the shipment of 
goods in violation of federal statute, incluudmg 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 
Iaw ,claims, as well. Knights of the Ku Klux Klan v. 
Strayer, 34 F.2d 432, 434 (3rd Cir.l929)(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 tiled 
its motion to dismiss, thereby seeking to avoid 
what could verywell have been an adverse ruling. 

*5 Likewise, 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 advertising 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, whiie isnoring 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 Mepogen 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 questions from 
the judge regarding Estratest’s regulatory status: 

“Besides, these are not approved or these are not 
subject to FDA regulation . . . ” 
“It is that this drug [referring to Menogen] is not 
technicalIy subject to FDA regulation. We can’t 
help 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 Breckemidge. 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 takesthe too much time to 
explain, your honor, 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 larer 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 
cenain situations when that can happen and that’s 
what’s going on right here.” 
n . . . 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 introduckd back in 1966. At that time, 
it was shortly after the Food and Drug Act [sic] 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, “[qf I am hearing you 
correcrly, 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 imisled 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 

%ere 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. 
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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 chtige, claiming that 
neither party ever represented to the court that the 
drugs were not subject to FDA regulation: 
“[N’leither 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 disuict 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 
n&characterizations of the record are particularly 
egregious, considering that both attorneys made 
them while accusing the government of lying about 
the record. 

At oral argument, the misconduct continued. 
Jarneson frst argued that Estratesr 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 DES1 review. It 
was not. As discussed above, Estratest was not even 
on the market in 1962, nor did it ever have an 

--- approvetiNDA. Further, his description of the 
purpose of DES1 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. Estratesf has 
never, to this date, been approved by the FDA as 
safe or effective. Jameson further misled the Court 
by characterizing the DES1 process as an 
“alternative to the ‘formal’ approval process.” In 
fact, there are no alternatives to the “formal” 
approval process for DES1 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 3 440.100; United States v. Hiland, 909 
F.2d 1114, 1126 (8th Cir.1990). DES1 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 
DES1 7661 notice, Solvay filed an ANDA in an 
attempt to 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 Courr would not be so 
easily bamboozled, Jameson attempted to refine his 
ar,(gument, arguing that the DES1 review somehow 
operated as conclusive proof that 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 conciusion that it is wholly 
without merit. 

“8 If a drug 1s 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. 3 321(p)(l); 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 th% 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.’ ‘I). Consequently, it would 

appear that Estratest cannot satisfy the GRASE 
exception. 

FinalIy, Jameson argued that the FDA’s faihtre 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 112527. In 
order to fall under the GR4SE exception, a drug 
must meet requirements at Ieast as stringent as those 
for NDA approval. Soivay has continualIy 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 nor 
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 now, in 
1999, to have gained GRASE status, that status 
would not retroactively render the past thirty-five 
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 fned 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 cIaims 
to the district court that the drugs are not subject to 
FDA regulation. As a reminder, this is one of those 
cIaims 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 fmd 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. 

III. CONCLUSION 

*9 During the course of this litigation, IMr. Jarneson 
and Ms. Allison (and by extension their respective 
law flrn&, King & Spalding and Jeffer, Mangels, 
Butler & Marmam) engaged in a pattern of practice 
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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. 

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

REFERRED to the disciplinary committee. 

END OF DOCUMENT 
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