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Plaintiff Medinol Ltd. (“Medinol”), by and through its undersigned
attorneys, for its Complaint against Boston Scientific Corporation (“BSC”), Peter M.
Nicholas, Michael Berman, Lawrence C. Best, James M. Corbett, Janet M. Kelly, Paul A.
LaViolette, Stephen R. Paidosh, Arthur L. Rosenthd and Paul W. Sandman, avers:
NATURE OF THE ACTION

1. Thisaction seeks redress for an unprecedented fraudulent scheme by
BSC--one of America s largest companies--and certain of itstop executives (including its
chairman), to steal Medinol’ sintellectual property, misappropriate opportunities
belonging to Medinol, improperly cause BSC to breach its contracts with Medinol, and
injure Medinol in its property and business.

2. On April 21, 2000, after Defendants had been engaged in their massive
fraud for over three years, BSC's new Chief Executive Officer (“CEQO”), JamesR. Tobin,
disclosed--partly--Defendants’ illegal activitiesto Medinol. BSC made this disclosure
because public disclosure of a key element of the fraud had become inevitable; BSC's
outside auditors told BSC that it had to correct false financial statements. Indeed, aBSC
executive later confirmed that his idea--conceived no later than December 1999--to make
an earlier disclosure of the fraud had been overruled.

3. InthisApril 21, 2000 meeting, Tobin, referring to BSC and its
management, stated that he had not known that he was involved with “such crooks’ and
that he was “ashamed to represent such a dishonest company”. Tobin gave Medinol a
damning written chronology of some of the eventsthat occurred in connection with this
massive fraud, showing that the fraud started as early as March 1997. (See Exh. 1.)

4. Thischronology is a devastating indictment of the “crooks’ and the
“dishonest company”. It reveals a scheme called BBD, which standsfor “Bringing a
Better Deal”, a*“Better Ded” than BSC had struck with Medinol. (The schemeisalso

called “Project Independence’.) The chronology is devastating even though it contains a
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bogus explanation for the fraud and omits many crucid facts. For example, this
chronology omits the role of the Executive Committee (which included most of the
defendants) in approving the fraud, even though Tobin himself said that an executive of
Boston Scientific Ireland Ltd. (“BSIL") stated that senior management of BSC had
directed that the fraud be undertaken. Although inadequate, this chronology is one of the
most shocking and extraordinary documents that any CEO of amajor U.S. company has
had to divulge.

5. To show that we are not making up this extraordinary web of deceit by
Defendants, we submit an Appendix that contains documents that BSC has provided to
Medinol pursuant to acommitment by Tobin--not fully honored--of “Open Door/Open
Files’. We quote from these documents throughout the Complaint. Although the extent
of the fraud can begin to be divined from some of these documents, we do not yet know
its full scope.

6. About amonth after Tobin’spartial disclosure of the fraud, Tobin
proposed three options for Medinol in the face of the fraudulent and illegal conduct:
(1) try to make the Medinol/BSC venture work; (2) try to negotiate a deal whereby BSC
acquired Medinol; or (3) have a“divorce’, i.e., dissolve the venture. Since then, Medinol
has tried its best to make the venture succeed, but the “crooks’ have successfully
obstructed that goal. Concurrently, Medinol has negotiated in good faith with BSC and
endeavored to come to adeal, but the “crooks’ have blocked that, too. Medinol is now
left with no other option but Tobin’sthird choice, a“divorce”’. Thislawsuit seeks that
“divorce” plus damages.

7. In 1995, Medinol, today a world leader in stent design and manufacture
and then a new startup, and BSC, a medical device company, entered into a venture for
the purpose of supplying various generations of Medinol’s NIR® stents to the worldwide

market. Under the venture, Medinol develops, manufactures and supplies stents, while
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BSC is responsible for making the balloon delivery sysems used for the insertion of these
stents into the human body and for bringing these stents to market.

8. Defendant Nicholas, in BSC's announcement of the venture with
Medinol in November 1995, stated that the “ partnership . . . shares common objectives’.

9. Medinol held these “common objectives’, but, unbeknownst to Medinol,
Defendants did not, in fact, share these “common objectives’.

10. Soon after Medinol contributed its valuable intellectual property and
trade secrets, Defendants, including Nicholas, began a scheme, conspiracy and course of
conduct directed against Medinol and involving a patern of racketeering activity, fraud,
bad faith, breach of contract, breach of fiduciary duty and other tortious conduct, which
became known to Medinol only years later. Far from promoting the “common
objectives’, Defendants stole Medinol’s property, denied Medinal its rights, froze
Medinol out of the venture and promoted their own “objectives’ to the detriment of the
“common objectives’.

11. Although the venture was supposed to involve a cooperative effort to
make stent systems, with Medinol supplying the stents and BSC supplying the delivery
systems and doing the marketing, Defendants initiated their scheme secretly to
misappropriate Medinol’s NIR® stent intellectud property and machinery in order to
obtain for themselves the capability to manufacture NIR® stents independent of Medinol.

12. Defendants’ scheme included incorporating a“shel[l] company” for
developing a “ secret capacity” to manufacture stents using Medinol’ s intellectual
property. They called this company “BBD”, signifying their goal of “Bringing a Better
Deal” to BSC than the deal to which BSC had agreed in entering into the venture with
Medinol. Defendants also referred to “BBD” as “Project Independence’ to signify that

their goal was to secure BSC’ s “independence” from Medinol.



13. The heart of the BBD deceit, which was directed by BSC’ s highest
officers and endorsed by BSC’ s Executive Committee, involved the theft of Medinol’s
technology and trade secrets for the purpose of building a*secret capacity” for
manufacturing NIR® stents and obtaining a fraudulent approval from the Food and Drug
Administration (“FDA”), which would enable BSC to sell stents--based on intellectual
property owned by Medinol-- “independently” of Medinol and the Medinol/BSC venture,
thereby “Bringing a Better Deal” to BSC.

14. Asset out in Defendants’ own words in their documents, Defendants,
beginning no later than March 1997:

(a) created a“shel[l] company” named Forwich, Ltd. that did business under

the name “BBD”;

(b) established a“ghost office” for BBD with “no traceable links” to BSC in
order to “shield Boston Scientific from being associated with” BBD;

(c) insisted upon the maintenance of “[t]otal secrecy from Medinol and
minimal awareness of BSC personnel”, as Medinol’ s discovery of BBD would
have a* catastrophic impact on [BSC' 5] relationship with Medinol” and aert the
FDA to the fraud;

(d) instructed those involved with BBD to “not discuss [it] with
ANY ONE”, “to make everything look legitimate (as much as possible)”, to tell
“lies about this activity to our people to keep them in thedark” and to use
“roundabout method([s] of keeping vendorsin the dark”;

(e) stole Medinol’s stent designs, “duplicate[d]” Medinol’s stent
manufacturing machinery, “emulate[d]” Medinol’s inspection routine, “false
sign[ed] . . . prints’ of stolen drawings of Medinol’s stents using an “alias’, and

gave misleading titles to drawings stolen from Medinol, calling drawings of stents,



which are medical devicesto be placed in the human body, drawings of “heat
exchangers’, which are not medical devices,

(f) instituted what they called “functionally equivalent” processes that could
produce and “supply ‘ Knock off’ style stentsto” BSC;

(g) because they needed regulatory approval from the FDA to market the
BBD stents in the United States, falsely characterized Medinol as a supplier/vendor
even though the contract between BSC and Medinol states that Medinol should be
presented to the FDA in the original pre-market approva (“PMA”) as an additional
manufacturer, and even though BSC did not treat Medinol as a supplier/vendor
under BSC's own internal policies and procedures governing relationships with
supplier/vendors (which BSC listed in the PMA that was submitted to the FDA);
and

(h) to seek regulatory approvd from the FDA to market the BBD stents,
fraudulently hid the re ationship between BSC and BBD by, among other things,
using “psuedo name[s]” so that they could characterize BBD as a supplier/vendor
in order to defraud the FDA and make BBD appear independent from BSC, as
BSC’ s own definition of avendor required. Defendants specifically ensured that
the FDA regulatory filings were “ carefully drafted to maintain secrecy from
Medinol and allowing us to use BBD as an alternative vendor”, i.e., to deceive the
FDA into believing BBD was independent from BSC and was an equivalent
aternative to Medinol.

15. Defendants made fal se representations to the FDA to invoke the FDA

approval process for replacing an approved independent supplier/vendor with another

independent supplier/vendor, rather than the more cumbersome process of replacing the

manufacturer with another manufacturer. Thus, Defendants sought to deceive the FDA

into viewing Medinol as a supplier/vendor so tha BSC could more easily substitute

-5



“equivaent” stents made by another supplier/vendor for those made by Medinal. In
addition, Defendants had to deceive the FDA into believing that BBD was independent of
BSC, because it could not substitute BBD as an independent supplier/vendor if the FDA
knew that BBD was a subsidiary of BSC. In Defendants' euphemism, the FDA filing had
to be “ carefully drafted . . . to use BBD as an aternative vendor”. Defendants thus
repeatedly and unilaterally made“ carefully drafted” regulatory filings with the FDA,
without Medinol’ s consent and in violation of Medinol’ s right to review and approve all
such filings related to the NIR® stent.

16. BBD was approved and promoted by the BSC Executive Committee, a
group of top BSC executives, including Defendants Nicholas, Berman, Best, Corbett,
Rosenthal and Sandman, as early as July 1997. Indeed, as noted in a July 15, 1997
memorandum, the Executive Committee even weighed-in on the name of the fraud--it did
not like the name “BBD” because it thought “BBD” was too revealing--and changed the
name to “Project Independence”. (Exh. 9.)

17. BSC failed to discharge its responsibilities to Medinol because, at
Defendants' direction, it made its “secret cgpacity”, stolen from Medinal, its number-one
priority. For example, an October 27, 1998 Project Prioritization listed this secret
capacity asthe “priority #1 project”. (Exh. 33.) BSC continued to make this theft the
“priority #1 project”, even though the reference to it was “crosg ed] off” the “new stent
project priority list” because it “is a very sensitive subject and should not be discussed
openly”. (1d.)

18. Making BBD the “priority #1 project” resulted in BSC delaying by
many years, and in some cases forever, theintroduction into the markets of Medinol’s
stents. BSC's delay was particularly severe with respect to Medinol’ s new generation of

stents when BBD did not have the capability to copy these stents.



19. Even after the partia disclosure of BBD, Defendants continued to divert
priorities to their own objectives, including the cover-up of their misconduct. This has
caused BSC to continue to fail to discharge its responsibilitiesto Medinol. For example,
the diversion of priorities from the “common objectives’ continues to cause substantial
delays in getting new productsto market, resulting in enormous, continuing economic
loss to Medinal.

20. Many of those responsible for designing and managing the fraudulent
and illegal scheme are still employed by BSC in spite of Tobin recognizing that they lied
to him. These crooks continue to be employed by BSC even though, in aMarch 20, 2001
meeting, nearly ayear after partially disclosing the fraud, Tobin said that he knew BBD
was wrong when he reveded it to Medinol and, despite the efforts of BSC’' s lawyers and
management over the ensuing year to persuade him that BBD was not wrong, he still
knew that BBD was wrong.

21. The*"crooks” within BSC have fought to cover up their misconduct.
Indeed, after Tobin's partial disclosure of BBD to Medinol, James H. Taylor, Jr., BSC's
new senior vice-president of Corporate Operations, asked for Medinol’ s help to clean up
BSC' s problems by assisting Taylor in his battle for Tobin's “ear”, a battle that he stated
was being waged against other BSC employees who had played akey rolein the fraud
and were trying to prevent its full disclosure and correction, including Defendant Best.

22. The*“crooks’ have won the battleinside BSC.

23. Defendants have not stopped their illegd activity, and have actudly
engaged in acover up. Thus, as set forth below (e.g., 1 167-185):

(a) Defendants have continued to fail to deliver new products to market, and

falsely blamed Medinol for BSC' s problems in an attempt to shift blame and harm

Medinol’s reputation;



(b) Defendants have continued to make fal se representations to the FDA in
support of their previous fraudulent representations;

(c) Defendants have stopped devel opment and market launch of Medinol’s
stent systems and have developed their own stent, the Express stent, without
Medinol’s knowledge, as a potential competitor to Medinol’ s stents, so that BSC
would be able to buy Medinal cheaply;

(d) Despite Tobin's claim that BBD would stop, Defendants have not
stopped BBD but, instead, tried to “ consolidate” BBD’ s activities with legitimate
activities to make BBD look legitimate; and

(e) Defendants have not honored Tobin’s Open Door/Open Files
commitment;

24. The BBD deceit was part of awider pattern of misconduct by the
“crooks’ pursuing their own crooked objectives rather than the “common objectives’.
Thus,

() Defendants sought to undermine the symmetry of the venture. For
example, dthough the contract between BSC and Medinol requires BSC to name
Medinol as an additional manufacturer and to add it as an additional distributor of
the stent, Defendants deliberately failed to honor this commitment. Thisfailure
was an integrd part of the BBD deceit, because, if BSC had honored this
commitment, Medinol would have been able to market its own stentsin the
United States in compliance with FDA rules in the event of a breach of the Supply
Agreement between Medinol and BSC, dated October 25, 1995 (the “ Supply
Agreement”). Any such Medinol ability was obviously contrary to Defendants
plan to steal Medinol’s property. Similarly, although the contract requires sharing

stent-rdated devel opments, Defendants have not done so. Instead, Defendants



have misused Medinol’ s stent-related intellectual property, even outside BBD.
(See, eq., 11187-197);

(b) Defendants delayed devel opment of the delivery systems necessary to
sell and gain regulatory approvals for Medinol’ s stents because of their diversion of
prioritiesto other stents. (See, e.q., 11 198-203);

(c) Defendants have pursued another way to “Bring a Better Ded” to BSC
by wrongfully obtaining an “insurance policy” aganst the falure of their scheme
againg Medinol: the “Express’ stent. On February 6, 2001, BSC claimed that its
May 17, 2000 agreement with Guidant gave it the right to devel op the Express
stent. The agreement with Guidant, made at the time that BSC was aware of the
inevitable public disclosure of BBD, involved a breach of the Supply Agreement.
In other words, Defendants pursued their own “objectives’--BSC breached the
Settlement Agreement in order to obtain Guidant’ s technology to develop the
Express stent, to which BSC has devoted substantial time over the past months. As
Defendant Best stated on February 6, developing this stent was “an insurance
policy” in case BSC could not achieve its objectives with respect to Medinol.
Moreover, BSC's efforts on the Express stent breached BSC'’ s obligation to
concentrate its stent business on Medinol’ s stents and useall commercialy
reasonable efforts to promote and market Medinol’ s stents (Supply Agreement 8§
2.11, 3.02(b)). Indeed, in aMarch 20, 2001 meeting, Tobin stated that BSC was
now fully committed to the Express stent and it simply had “no more resources’ to
commit to the NIRFLEX™, Medinol’ s next generation stent. (See, e.q., 11 204-
206);

(d) Defendants stole Medinol’s confidential intravascular ultrasound
technology. Medinol disclosed this technology in aseries of meetingsin which

BSC pretended to beinterested in cooperating with Medinol on the use of this
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technology. Defendants then stole this technology from Medinol. Tobin has
admitted this, and the Defendants reassigned the stolen patents to Medinol after
they were caught. (Seeg, e.q., 11 207-220);

(e) Defendants repeatedly failed to make, or unreasonably delayed in
making, payments owed to Medinol. (See, e.q., 11 221-222); and

(f) BSC interfered with Medinol’s plans for aninitial public offering of
Medinol’ s stock, perhaps because Defendants wanted to maintain the option for
BSC to purchase Medinol at a discount, or perhaps because this would interfere
with their plan to steal Medinol’s property. 1n 1997, Defendants proposed to
purchase Medinol and pursued substantive negotiations over such asale.
Defendants then withdrew their offer, after Defendants Nicholas and Best had
signed a detailed letter of agreement to buy Medinol. (See, e.q., 11 223-229).

25. Defendants' conduct constitutes a violation of the federd Racketeer

Influenced and Corrupt Organizations (“RICO”) gatute, 18 U.S.C. § 1962(c) and (d). In
addition, the conduct complained of constitutes breach of contract, tortious interference
with contract, breach of fiduciary duties, aiding and abetting a breach of fiduciary duties,
fraud, fraudulent concealment, negligent misrepresentation, misappropriation of trade
secrets, conspiracy, defamation and unjust enrichment.

26. Medindl isentitled to equitable relief that includes:

(&) An order requiring BSC to add Medinol’s name as an additional
manufacturer of NIR® stents for purposes of the relevant FDA regulatory
submissions, supplement al relevant PMA’s that have been filed with the FDA to
state that Medinol is an additional manufacturer; supplement all relevant PMA’s
that have been filed with the FDA to state that Medinol is an additional distributor

of NIR® stent systems; take all necessary actions to make such amendments and
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supplements to the FDA on atimely basis, and take all actions necessary to make
such amendments and supplements possible on atimely basis;

(b) A declaration by this Court that BSC no longer has the right under
Section 2.01 of the Supply Agreement to use, market, distribute and sell Medinol’s
gents and Medinol’ s technology;

(c) A declaration by this Court that Medinol may sell its stents and
technology independent of BSC. In order to dlow Medinol to make, use, market,
distribute and sell its stents independently of BSC, the Court should order BSC to:
() grant Medinol alife-time royalty-freelicense to make, use, market, distribute
and sell stent-delivery balloon catheters; (ii) share with Medinol BSC’ s technol ogy
required to manufacture such stent-delivery balloon catheters; and (iii) sell such
balloon catheters to Medinadl (at the price at which they were previously sold to
Medinol, or five-percent of the end-user price) for the interim period while
Medinol establishes this manufacturing capability;

(d) To prevent any further misappropriation and improper use by BSC of
Medinol’s stents and technology, this Court should issue an injunction barring BSC
from selling any of Medinol’ s stents or any stents using Medinol’ s technology and
intellectual property;

(e) To prevent any further benefit to BSC from its use of intellectual
property wrongfully-obtained in a settlement of alawsuit with Guidant in exchange
for a covenant not to sue--given over Medinol’ s written objection and in breach of
the Supply Agreement--this Court should issue an injunction barring BSC from
selling, marketing, using and distributing any Express stents;

(f) To prevent BSC from further encumbering Medinol’s rightsto protect its

patents and intellectual property, this Court should issue an injunction barring BSC
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from making any covenants not to sue, or settling any cases, that affect Medinol’s
patents and/or intellectual property; and

(9) To prevent BSC from any further misappropriation and improper use of
Medinol’s confidential intellectual property and technology, this Court should
order BSC to return all material systems and items built, designed or manufactured
based on the intellectual property and confidential information of Medinol.

27. Inaddition, Medinol is entitled to monetary damages in an amount to be

determined at trid.

JURISDICTION AND VENUE

28. The Court has subject-matter jurisdiction over Medinol’ s clams
pursuant to:

(a) 28 U.S.C. 88 1331 and 1367, because certain of Medinol’s claims arise
under thelaws of the United States and Medinol’s other daims form part of the same case
or controversy under Article 111 of the United States Constitution; and

(b) 28 U.S.C. § 1332, because the amount in controversy exceeds $75,000,
exclusive of interest and costs, and the controversy is between citizens of a State and of a
foreign state.

29. Venueis proper in thisdistrict under 18 U.S.C. § 1965.

30. Pursuant to Section 12.08 of the Supply Agreement between Medinol
and BSC, BSC has consented to the exclusive jurisdiction of the United States District
Court for the Southern District of New Y ork for the purpose of dl actions arising out of
or relating to the Supply Agreement. Likewise, pursuant to Section 9.08(a) of the
Transaction Agreement between Medinol and BSC (the “ Transaction Agreement”), and
Section 6.07(a) of the Stockholder Agreement between the two companies (the
“ Stockholder Agreement”), both dated October 25, 1995, BSC has consented to the

exclusive jurisdiction of the United States District Court for the Southern District of New
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Y ork for the purpose of any action of proceeding arising out of or relating to either the
Transaction Agreement or the Stockholder Agreement.

31. Thisaction arises out of and/or relates to the Supply Agreement, the
Transaction Agreement and/or the Stockholder Agreement.

32. Section 12.12 of the Supply Agreement, Section 9.12 of the Transaction
Agreement and Section 6.10 of the Stockholder Agreement provide that, with respect to
one another, Medinol and BSC have each waived the right to atrial by jury in any action,
proceeding or counterclaim (whether based on contract, tort or otherwise) arising out of
or relating to any of the three aforementioned agreements.

THE PARTIES

33. Plaintiff Medinol Ltd. isa corporation organized under the laws of
Israel, with itsprincipd place of businessin Israel.

34. Defendant Boston Scientific Corporation is a corporation organized
under the laws of the State of Delaware, with its principal place of businessin Natick,
Massachusetts. BSC owns shares of Medinol.

35. Defendants Nicholas, Berman, Best, Corbett, Rosenthal and Sandman
were, in 1997, members of the BSC Executive Committee, a committee organized and
headed by Nicholas and comprising top executives who make key strategic, financial and
organizational decisionsfor BSC. The Executive Committee approved the BBD deceit as
early as July 1997. Indeed, a July 15, 1997 memorandum notes how the Executive
Committee considered the name of the scheme, “BBD” (i.e.,, “Bringing a Better Deal”),
and, after making the decision that the name*“BBD” was unpd atable, changed the name
of the scheme to “Project Independence’. (Exh. 9.)

36. Defendant Peter M. Nicholasis a co-founder of BSC and isits largest
shareholder. Heis chairman of the BSC Board of Directors and was BSC's CEO and
president from 1979 until 1999. Nicholas was head of the BSC Executive Committee at

13-



the time it approved the BBD scheme. Nicholas goproved the funding of BBD and
signed the Capitad Expenditure Request & Authorizations (“CERAS") that gave BBD its
initial funding. Nicholas signed the Supply Agreement in New York. Nicholasisa
citizen of the United States.

37. Defendant Nicholas, at all relevant times up to today, controls BSC.
Nicholas controls BSC's Board and ensures that only management views are presented to
the Board.

38. Defendant Michael Berman was a senior vice-president of BSC and a
former president of BSC'’ s cardiology business, Scimed. Berman was a member of the
Executive Committee when it approved the BBD fraud. Berman isacitizen of the
United States.

39. Defendant Lawrence C. Best is a senior vice-president and chief
financial officer of BSC. Best was a member of the Executive Committee when it
approved the BBD fraud. Best approved the funding of BBD and signed the CERAS that
gave BBD itsinitial funding. Bes isacitizen of the United States.

40. Defendant James M. Corbett was a vice-president of BSC and the
president of Boston Scientific International (“BS International™), adivision of BSC.
According to BSC's chronology of BBD, Corbett initiated and directed “ Project
Independence” until he resigned from BSC on or before October 28, 1998. Corbettisa
citizen of the United States.

41. Defendant Janet M. Kelly is avice-president and was the corporate
comptroller of BSC. Along with Nicholas and Best, Kelly approved the funding of BBD
and signed the CERASs that gave BBD itsinitial funding. Tobin has stated that when he
first confronted Kelly with BBD, she denied knowledge, but she returned half-an-hour
later to say that she had not told the truth. Kelly isacitizen of the United States.
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42. Defendant Paul A. LaVioletteis president of BS International
Corporation and a senior vice-president of BSC. LaViolette replaced Corbett as president
of BS International on or about October 28, 1998 and he knew about, pursued and
facilitated the goals of BBD. LaVioletteis a member of BSC's Executive Committee.
LaViolette isacitizen of the United States.

43. Defendant Stephen R. Paidosh was an employee of BSIL, awholly-
owned subsidiary of BSC, until 1999. According to the chronology of BBD given to
Medinol by Tobin, Paidosh was enlisted to head BBD under the direction of Corbett and
othersin BSC. Paidosh isacitizen of the United States.

44. Defendant Arthur L. Rosenthal is a senior vice-president and chief
scientific officer of BSC. Rosenthd was a member of the Executive Committee when it
approved the BBD fraud. Rosenthal was in charge of BSC' s regulatory filings, including
the false FDA filings, and persondly stole trade secrets from Medinol. Rosenthal isa
citizen of the United States.

45. Defendant Paul W. Sandman is a senior vice-president and general
counsel of BSC. Sandman was a member of the Executive Committee when it approved
the BBD fraud. Accordingto BSC, Sandman approved the legal status of BBD.

Sandman isacitizen of the United States.

ALLEGATIONS OF FACT

A. The Medinol/BSC Venture

46. Medinol isaworld leader in the design and manufacture of medical
stents. Medinol developed, and currently manufactures, the NIR® family of stents,
including the NIR®, the NIROY AL®, the NIR Conformer™, the NIRenal ™, the NIR®
Peripheral and the NIR® Biliary. Medinol has also finished the development of
additional products, including the NIR PRINCE™ (for small vessels), the NIRSIDE™ for
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bifurcations, the NIRFLEX™, a new generation of stentsfor dl applications, and the
NIRovascular™. Medinol isthe owner of patents covering the NIR® family of stents and
Medinol’ s unigue method of manufacturing.

47. A stent isasmall metallic medical device that is placed into an artery in
the human body, usually during angioplasty, in order to support the walls of the artery
against reclosure after aconstricted section of avessel is propped open by a balloon
catheter. The placement of a balloon-expandable stent in a human body is accomplished
by using a stent premounted on a balloon catheter and inserting it through the arterial
system to the location of the constriction. When the sent mounted on the baloonisin
the proper location, the balloon isinflated, the constriction is opened and the stent
expands to press against the expanded inner walls of the artery. Then, the balloonis
deflated and removed, while the stent remains in place permanently, holding the artery
open and resisting its tendency to recoil or reclose.

48. In the method for manufacturing stents used by most companies, the
stent is cut by alaser beam out of atube of metal and then electropolished. In the
patented method invented, developed and used by Medinol, multiple stents are
simultaneously photochemically etched on aflat metal sheet. Individual stents are then
cut out of the panel, folded into cylinders, welded and electropolished. Medinol’s method
of manufacturing is substantially more cost-efficient in producing a high-quality stent
than that of its competitors.

49. Medinol does not manufacture the balloon delivery systems used for the
insertion of the NIR® stentsinto the human body.

50. Inthe mid-1990's, Medinol sought aco-venturer with experience and
presence in the cardiovascular device field that could reliably and efficiently cooperate
with Medinol to bring Medinol’ s innovative stent products to market by developing
delivery catheters for Medinol’ s stents and selling the stents.
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51. Morethan ayear after BSC initiated the discussons with Medinol, BSC
came back and persuaded Medinol to choose BSC to provide the balloon delivery sysems
for Medinol’s NIR® stents, to help Medinol obtain regulatory approvd of its stentsin the
United States (and elsewhere) and to market Medinol’s stents.
52. On October 18, 1995, Medinol and BSC entered into a Confidentidity
and Non-Disclosure Agreement (the “ Confidentiality Agreement”). Paragraph 2 of the
Confidentiality Agreement provides that the party receiving the other party’ s confidential
information:
“will retain the confidential information in the strictest confidence, will not
disclose the confidential information to any party whatsoever, except to those of its
employees having a need to know, will use the confidential information only for
the purpose(s) of equity investment, exclusive distribution and/or acquisition or
other bus ness re ationships between the parties and for no other purpose
whatsoever and will use at |east the same measures to protect the confidential
information that it uses to protect its own confidential information.”

Confidentia information is defined as “information concerning the disclosing party’s

past, present and future research development and business activities and the results

therefrom, including but not limited to the NIR stent”. (Confidentiality Agreement 11.)

53. On October 25, 1995, Medinol and BSC executed the Supply
Agreement and the Transaction Agreement. On that same day, Medinol, BSC and
Medinol’s principals, Dr. Judith Richter and Dr. Jacob (“Kobi”) Richter, executed the
Stockholder Agreement.

54. Section 10.01 of the Supply Agreement imposes a duty on BSC not to
disclose Medinol’s confidential information, intellectual property and trade secretsto
third parties. Specifically, Section 10.01 of the Supply Agreement provides. “ Each party
agrees to take a | reasonable stepsto prevent disclosure of Confidentia Information”. In
addition, Section 5.03 of the Transaction Agreement commits BSC and Medinol, and

thelr representatives, to comply with “all of their respective obligations under the

Confidentiality Agreement”.
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55. Pursuant to the Supply Agreement, Medinol agreed to design and
manufacture stents and sell these stents exclusively to BSC (Supply Agreement § 2.01)
and BSC promised to “use all commercially reasonable efforts to promote and market
Stents developed by or for Medinol in al significant markets” in all of the countries of
the world (Supply Agreement § 2.11). BSC promised “to concentrate its Stent business
on the devel opment, marketing, distribution and sale of NIR Stents and other Stents
developed by or for Medinol under this Agreement”, with the exception of BSC's
Symphony stent when it was used as a minimally invasive bypass stent. (Supply
Agreement 8 3.02(b).) If BSC sells any non-Medinol stents anywhere tha Medinol stents
“could have been sold”, BSC isrequired to pay Medinol aroyalty equal to twenty percent
of the average sales price less the burdened coststhat Medinol would have incurred had it
manufactured such stents. (Supply Agreement § 3.02(b).)

56. Section 2.07 of the Supply Agreement requires Medinol and BSC “to
promptly report and disclose to each other dl” inventions, ideas and improvements,
relating to stents, developed or conceived during the term of the Supply Agreement.

57. Section 3.01(a) of the Supply Agreement provides that BSC “ shall
deliver monthly to Medinol a twelve month Forecast of Stents to be purchased by BSC”.
Under Section 3.01(b), BSC may supplement the forecast from time to time. Medinol is
required to fill these supplemented orders to the extent they occur in the fourth, fifth or
sixth months of the current forecast and are between 80% and 125% of the forecasted
amounts.

58. In order to satisfy BSC' s orders for stents, Medinol agreed to establish
in Israel two commercid volume production lines for the manufacture of NIR® stents.
(Supply Agreement § 2.02(a).)

59. At BSC'’s request, Medinol agreed to establish in aBSC facility a

back-up automated commercia volume production line for the manufacture of stents (the
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“Alternative Line”). (Supply Agreement § 2.02(a).) This Alternative Line wasto be used
by BSC only in the event Medinol failed to meet BSC's demand for stents as reflected in
atwelve month forecast provided to Medinol. (Supply Agreement § 2.02(c).) Absent
such afailure by Medinol, BSC was not permitted to use the Alternative Line to
manufacture more than a nominal number of stents to keep the equipment in good
condition. (1d.) Specifically, Section 2.02(c) of the Supply Agreement provides:

“BSC agreesthat it will not manufacture Stents on the Alternative Line unless and
until such time as Medinol has failed to satisfy BSC' s requirements for Stents as
described in Section 3.03; provided that BSC may, prior to such time, manufacture
on the Alternative Line such nominal number of Stents (currently estimated at no
more than 500 a month) necessary to maintain the Alternative Line in good
operating condition.”

60. Section 3.03 of the Supply Agreement sets forth the conditions under
which Medinol will be deemed to have failed to satisfy BSC’ s requirements. It provides:

“Certain Failure to Supply. In the event that Medinol does not satisfy BSC's
requirements for Stents for two months out of any four month period, and the
purchase orders of BSC do not exceed 125% of the Forecast for such periods as
permitted by Section 3.01(a), BSC will have the right to operate the Alternative
Line to the extent of Medinol’ s failure to supply (plus 25%) until such time as
Medinol provides reasonabl e assurances to BSC that Medinol has and can maintain
for the foreseeabl e future capacity sufficient to satisfy Medinol’ s production and
delivery obligations pursuant to Sections 3.01(a) and (b); provided that in no event
shall BSC be obligated to cease manufacturing Stents under this Section 3.03
within two months of the initial failure of supply hereunder.”

61. Medinal has never failed to supply BSC with stents in accordance with
Medinol’ s obligations under the Supply Agreement. BSC has never claimed to Medinol
that Medinol failed to supply stents. Indeed, BSC’'s CEO Jim Tobin publicly conceded in
aWeb-cast conference cdl on October 17, 2000, that Medinol has never failed to meet
BSC’ s stent requirements.

62. Under the Supply Agreement, Medinol retained its proprietary rights
and patent rights over its NIR® stent design and manufacturing technology, subject only
to BSC' s exclusive license to use, market, sell and distribute (but not manufacture)

Medinol’s stents for medica applications and BSC’ s co-exclusive license (with Medinol)
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to manufacture stents solely on the Alternative Line in accordance with the restrictions of
the Supply Agreement.
63. The Supply Agreement protects Medinol’ s trademarks. Although BSC

received an exclusive license to use the specified “Company Trademarks’, including,

among others, “NIR” and “NIR on”, “on and with respect to the stents and in connection
with the marketing, sale and advertisement of the Stentsin the Territory, and any and all
written materials hereto”, BSC has “no right, title or interest in Company Trademarks’.
(Supply Agreement 8§ 9.05.) The Supply Agreement provides further that “BSC agrees to
use Medinol Trademark ‘NIR’ in connection with NIR Stents” (id.) and makes provisions
for protection of Medinol’s rightsin product labeling, requiring the use of the applicable
trademark noticeto the right of Medinol’ s trademarks (i.e., “®” if registered and “™” if
not registered) and language indicating whether the mark was either a“ registered
trademark of Medinol” or a“trademark of Medinol”. (Supply Agreement § 9.06(a).)
These provisions require such trademark notification on the “ Stents, packaging, or
labeling of same, when Company Trademarks first appear in text, or whenever Company
Trademarks are used by BSC”. (Id.)

64. The Supply Agreement sets forth procedures to obtain FDA approval to
market Medinol’ s stents in the United States. Section 4.02 of the Supply Agreement
provides that “Medinol and BSC agree to cooperate with each other to obtain all FDA
approvas necessary for the manufacture, marketing, distribution and sde of the Stents to
be sold hereunder in the United States”. Medinol and BSC agreed to submit to the FDA
an application in BSC' s name for a PMA under the Federal Food, Drug, and Cosmetic
Act, in respect to the stents to be sold in the United States pursuant to the Supply
Aqgreement.

65. Medinol isthe independent manufacturer of the NIR® stent. The
Supply Agreement states that “BSC desiresto market, distribute and sdll Stents
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developed by or for Medinol throughout the territory”. Medinol develops and
manufactures the stent according to its own design and specifications, and is the only
entity that controls the quality of the manufacturing process of the stent, including
compliance of the process with FDA regulatory rules such as Good Manufacturing
Practices (“GMP”). Medinol also performed and owns the Investigational Device
Exemption (“IDE”) of the NIR® stent, mounted on three different balloons.

66. Under Section 4.02 of the Supply Agreement, BSC was required to
designate Medinol in the PMA *“as an additional manufacturer for purposes of the PMA”.
In addition, at an appropriate time, BSC and Medinol were to submit a PMA supplement
listing Medinol “as an additional distributor of Stentsin the United States’. (1d.)

Section 4.02 of the Supply Agreement also provided that if BSC retained no license from
Medinol following termination of the Supply Agreement, then BSC would assign the
PMA to Medinol.

67. Defendants knew full well that BSC had an obligation not to
communicate with the FDA on the NIR® stent without cooperation with Medinol. For
example, inan April 24, 1998 facsimile sent via the wires from Natick, M assachusetts to
Tel Aviv, Israel, Nicholas reiterated that “ no substantive contact with FDA on any NIR™
related matters will be originated or conducted without thorough discussion and
agreement with Medinol”. Nicholas repeated this commitment to “ consult with Medinol
on al FDA communication issues’ in aletter faxed to Medinol on July 19, 1999.

(Exh. 48.) Indeed, in documents that lay out the BBD fraud in graphic detail, including
the fraud on the FDA, Defendants showed that they werefully aware of Medinol’ srights.

Thus, in aFebruary 1999 “visit to Scimed . . . to discuss and define parameters associated
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with the submission to the FDA of the BSC NIR Stent”, the “[c]orporate concerns’” were
said to be:

“The submission to the FDA was an area of concern for regulaory with regardsto
the identification of the new panel vendor. It was felt that the submission should
include the details of the new vendor as this would be a critical process to identify
to the FDA.

Corporate concerns with this disclosure centred on Medinols reaction to the
submission as they have theright to review all details associated with a submission
to the FDA including the NIR stent.” (Exh. 37.) (Emphasis added.)

68. The Supply Agreement provides that, among other things, Medinol and
BSC will:

(a) jointly participatein a development program for the future generation of
pre-mounted stents;

(b) discuss marketing, digribution and sale of stents;

(c) consult each other in connection with the retention or termination of key
employees primarily engaged in the sent business;

(d) promptly discloseto each other al inventions, ideas and improvements
relating to stents or conceived during the term of the Supply Agreement and make
all such inventions, ideas and improvements available for incorporation into the
stent specifications; and

(e) together make all submissions to the FDA for dl approvals necessary for
the manufacture, marketing, distribution and sale of stentsto be sold in the United
States, and agree on the content of al submissions (or note where the two
companies diverge).

69. Under the Supply Agreement, Medinol and BSC combined their

property, skill and knowledge in numerous ways. For example:

(a) Medinol and BSC exchanged development and manufacturing

equipment;
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(b) Medinol shared itsintellectual property with BSC and Medinol and BSC
shared access to one another’ s offices;

(c) Medinol prepared presentation and promotional materials and trained
BSC sales and marketing executives, describing how to sell NIR® stent products,

(d) From at least August 1997 until March 1999, Medinol and BSC
participated in ajoint Steering Committee to direct the business of the venture,

(e) Medinol made presentations at conventions and participated in meetings
between BSC and its financial analysts in presenting the stent product line and its
potentid, and helped BSC to forecast market dynamics,

(f) Medinol, at therequest of BSC, met with “preferred customers” to help
sell the products;

(g) BSC employees, including about twenty quality control personnel from
Ireland, cameto work or to be trained at the Medinol facilities for various lengths
of time as Medinol employeesin order to create a common knowledge base and
promote quality control;

(h) Medinol trained BSC manufacturing personnd for the Alternative Line;

(i) Executivesfrom Medinol and BSC frequently met to discuss business
models and the world market in order to determine ajoint business plan;

() In 1998, at BSC'srequest, Dr. Kobi Richter helped to evduate faluresin
the balloon components of the delivery systems following a specific personal
request from Defendant Nicholas for Dr. Richter’ s assistance and expertise;

(k) Medinol and BSC contributed assets to the Medinol/BSC venture. For
example, Medinol contributed intellectual property and its expertise relating to the
devel opment and manufacturing of NIR® stents. BSC contributed to the
development and manufacturing of delivery systems for placement of the NIR®

gtents in the human body;
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(1) Medinol and BSC mutually profited from the venture’'s commercial sales
of NIR® stents and stent delivery systems under afixed formula set forth in the
Supply Agreement. Medinol and BSC share expenses, including devel opment
costs and legal expenses reating to patent rights;

(m) Medinol and BSC held meetings to keep BSC updated about Medinol’s
quality control systems and specifications for BSIL criteriafor incoming stent
inspection; and

(n) Dr. Kobi Richter of Medinol invented and contributed to the
development of a balloon component of a stent delivery system that was evaluated
by aBSC subsdiary.

70. BSC and its officers have described the venture as follows:

(@ Nicholas stated in a*“Letter to Shareholders’ contained in BSC's 1995
Annual Report: “First, . . . | would like to single out the BSC investment in and
partnership with Medinol and itsprincipals, Kobi and Judith Richter. ... We
consider this to be a significant new product opportunity and look forward to a
long-term, mutually rewarding partnership with our Israeli colleagues at Medinol.”

(b) InaNovember 13, 1995 pressrelease announcing BSC’ s venture with
Medinol, BSC stated: “The agreement between Boston Scientific and Medinol
represents a partnership that shares common objectives.”

(c) Inaletter dated March 21, 1997 (the very month BBD began), Nicholas
stated: “[W]e have agreed philosophically that we are committed to act as one
company and oneteam . . .. We have developed between us, | believe, a
remarkable kinship, partnership and a mutual vision of the future.”

(d) InaNovember 26, 1997 letter, Nicholas stated “be assured that | value

your partnership and your friendship as always’.
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(e) Inaletter on January 28, 1998, Nicholas noted that: “Too much time
has passed since we sat talking about partnership and growth”; “I realize the last
couple of months have been difficult for both Sdes as we attempted to deal with
our long-term partnership objectives. . .. We have together given birth to a
brilliant child; while very specid is also very demanding’; and “| value greatly our
partnership and | want us both to fully realize the promises made to each other, our
teammates, our customers and their patients.”

(f) InaMarch 18, 1998 letter, Nicholas stated: *Partnering together creates
great opportunities for us both, but it also implies awillingness to appreciate,
undertake and share risks equally. We have done thisin the past, and | expect we
will do thisin the future.”

(@) Inan April 24, 1998 facsimile sent viathe wires from Natick,
Massachusetts to Tel Aviv, Israel, Nicholas declared: “1 of course remain highly
enthusiastic about the eventual launch of the NIR® stent system in the United
States and have every confidence that the BSC/Medinol partnership is and will
continue to be awinning one.” Inthisletter, Nicholas stated (falsely) that he
“do[es] not believe BSC has undertaken consciously any efforts to undermine
Medinol’s important contribution to the field of medical stentsand | find it
inconcevable. . . that you honestly bdieve. . . that BSC isactingin bad fath to
undermine, understate, misrepresent or otherwise wrong or harm Medinol”.

(h) Inadune 15, 1999 Master Validation Plan by BSC prepared for
submission to the FDA, BSC refers to the “Medinol/BSC partnership”. (Exh. 45.)

(i) On April 17, 2000, just two days prior to the originally scheduled date
for partial disclosure of the BBD deceit to Medinol, Rosenthal hand-delivered a
letter from Nicholas, in which Nicholas stated that “[m]uch has happened during

the past twelve months to reshape our relationship and move us ahead as trusting
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partners’ and expressed adesire to “keep [the] organizations in operational
alignment and harmony”. He stated that “[t]he relationship with Medinol is
fundamental to us and, asyou . . . know, near and dear to me personally”.

() Inan October 17, 2000 Web-cast conference call with market analysts on
BSC' sthird quarter results, Best declared: “The Medinol agreement and our
partnership requires Boston Scientific to concentrate on the NIR platform as our
primary platform”.

B. BBD: Defendants Steal From Medinol and Defraud the FDA

1. Defendants Approve the Theft of Medinol’s Property

71. Atleast as early as March 1997, according to the incomplete and
inaccurate BBD chronology provided by BSC’s Tobin, Paidosh proposed to Corbett (then
avice-president of BSC and president of Boston Scientific International) the scheme that
would become known first as“BBD” (“Bringing aBetter Deal” to BSC), then as “Project
Independence’. Later, “Project Harmony” was an outgrowth of “Project Independence”.
(Exh. 1.)

72. Paidosh and Corbett knew that BBD was unlawful and agreed to
facilitate its aims.

73. No later than July 1997, the members of the Executive Committee of
BSC, which included Defendants Nicholas, Berman, Best, Corbett, Rosenthal and
Sandman, approved BBD’s gods. At least as of July 15, 1997, the Executive Committee
approved BBD. (SeeExh. 9.

74. The members of the Executive Committee knew that BBD was unlawful
and agreed to facilitate its aims.

75. According to BSC’ s chronology, the firs name selected for the scheme
was “BBD” to signify the Defendants goal of “Bringing a Better Deal” to BSC, i.e., a
deal financially superior to BSC than the deal entered into with Medinol.
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76. According to BSC, the Executive Committee |later changed the project
name from BBD to Project Independence, (Exh. 9), to signify the goal of securing BSC's
“independence’ from Medinol. Further, according to a February 1, 1999 BSC
memorandum, Project Independence was later renamed “for legal reasons’. (Exh. 36.)

77. Paul Redmond (of BSIL) and Paidosh were assigned to manage BBD in
May of 1997. (See Exh.7.) BSC's partial list, provided to Medinol after BSC disclosed
BBD, identifies more than two dozen personnel involved with BBD. (See Exh. 2.) Many
more were actudly involved. These personnel conspired with Defendants to facilitate
BBD’ sgoals through wrongful means.

78. BSC provided the funding for BBD as awholly-owned subsidiary, while
presenting BBD as an independent entity to the outside world, including to regulatory
authorities and tax authorities.

79. On September 15, 1997, Paidosh and others prepared various drafts of a
CERA seeking funding for BBD from BSC. One of these drafts set forth the following
justification for BBD:

“The Purpose of this CERA isto justify and receive approval for $955,185.00 for

the procurement of capital equipment required to meet the objectives of Project
Independence.

* * *

The objective of Project Independence is to establish contingency capacity for the
manufacturing of coronary and peripheral stainless steel stentswithin Irdand. The
project goals include:

1.) Establish the ability to manufacture 6,000* coronary stents per week on a 2 shift
operation by December 1, 1997.

2.) Establish and certify a second photo-chemical etching vendor outside of Israel
by December 1, 1997.

3.) Establish the ability to manufacture 7,965* coronary and peripheral stents per
week on a 2 shift operation by March 1, 1998.

* k% %
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7.) Ensure that the coronary and peripheral stents manufactured by BBD. (Forwich
Ltd.) have equivalent performance to stents of the same design manufactured in
Israel by January 15, 1998.

Note* The contingency capacities outlined above were established from current
weekly purchase rates from Israel, current inventory status within BSIL and future
sales forecasts.

* % *
Functional testing must be done to ensure the stents made at BBD. are equivalent
to the stents made in Israel. Where possible wewill use the functional stent testing
equipment within SciMed to save money and time however, there will be aneed to
duplicate some functional testing equipment to maintain project confidentiality and
for life cycle testing. After this project is completed this equipment can be utilized
by the R& D Department at BSIL as more stent development projects are initiated.”
(Exh. 16.)

80. Another draft of the September 15, 1997 CERA added:

“This capital justification was reviewed by BSIL Operations (Stephen Paidosh and
Eric Stenzel) and BSIL R&D (Aiden Flanagan and Paul Redmond). We feel thisis
the minimum capital required to successfully complete Project Independence
objectives and protect an ever increasing portion of BSC revenue. We recommend
that senior BSC management approvethis capital in order for the project team to
meet the established project objectives and deadlines.” (Exh. 17.) (Emphasis
added.)

81. “Senior BSC management” did approve the funding of BBD.

82. In order to avoid company requirements for the approval of amountsin
excess of $500,000, Defendants deliberately broke up their funding request into two
separate CERAS, each for less than $500,000. Bernard Collins, avice-president of BSC
and the president of BSIL, nevertheless required that the CERAS obtain the highest level
authorization (from Nicholas, Best and Kelly). Collins required that Nicholas, Best and
Kelly approve the CERA's because he knew that BBD was unlawful.

83. Inthe fourth quarter of 1997, Nicholas, Best and Kelly approved the
CERAsfor the funding of BBD. (See Exhs. 17 and 18.)

84. Nicholas, Best and Kely knew that BBD was unlawful and agreed with
the other Defendants to facilitateits aims.

85. Redmond was instructed by Collinsin aJuly 15, 1997 memorandum to

provide bi-weekly status reports on BBD to Corbett and to provide Collins with a copy of
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these reports. (See Exh. 9.) In July 1997, Redmond began to issue monthly BBD status
reportsto Corbett and others. (Seeg, e.q., Exh. 11.)

86. On or about October 28, 1998, Corbett resigned and was replaced by
LaViolette. LaViolette knew that BBD was unlawful and agreed to facilitate itsams.

87. On December 23, 1998, Paidosh and Stenzel approved a CERA, seeking
funding of Phase Il of the project:

“The purpose of this CERA isto justify and procure approval for Phase Il funding
of $366,900.00 to complete Project Independence objectives.

* * %
Phase Il objectivesis[sc] to implement the capability of manufacturing 40,000 Nir
stents per month in BSIL to support our customers. ... Thefind objectiveisto

implement a new electropolishing and passivation process to our ability to process
Nir stents more compatible with BSC balloon catheters.” (Exh. 35.)

88. On and around June 29, 1999, BSC’ s top management, including
Nicholas, LaViolette and BSC's new CEO, Jim Tobin, visited BSIL's fadilitiesin Ireland.
The agenda included atour of “Independence’” and an update on BBD’s status. In
connection with the visit, Paidosh put together a presentation that included, among other
things, areview of BBD’s manufacturing capabilities, a review of the efforts to obtan
FDA approval for BBD’s stents and a discussion of whether BBD’ s objectives were “still
appropriate for today' s Medinol/BSC relationship”. (Exh. 47.) Thistop management
team allowed the continued operation of BBD.
89. The conspirators sought additional funding in September 1999. In a
September 1, 1999 CERA, Stenzel wrote:
“The purpose of this CERA isto seek funding totaling $134,800 USD to bring
project Harmony to a stage where a subsequent successful vaidation of chemicdly

etched NIR Stent panels from an dternative vendor can be achieved in an
expedient manner.

* k% %

Project Harmony is a continuation of Project Independence. . . .

Asthe main objectives of Project Independence were achieved, Project Harmony
was initiated to address the continued devel opment of the chemicd etching process
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used by our selected subcontractors to provide an alternative supply of the standard
NIR Stent panel.

* k% %

Upon completion of Project Harmony, management will have available aviable
second supply source for the standard Chemically Etched NIR Stent panel ready to
initiate validation procedures.

Should circumstances arise that require back up, emergency, or other production
requirements, Project Harmony can be combined with the Project Independence
results to begin validation of afull standard NIR Stent manufacturing line.”
(Exh. 49.)

90. In another CERA dated September 2, 1999, Stenzel wrote:
“The primary objective of this CERA isto provide sufficient gold plating
equipment to meet current R & D capacity and new project requirements. The

secondary objective of this CERA isto have available extra production capacity
when peak demands present themsel ves.

* * *

Upon completion of this project, an additional gold plating line will be installed
and ready to commence the validation process. If immediate authorisation is
received, the validation may be able to be conducted in conjunction with the Hot
Gold project of which thisis associated.” (Exh. 50.)

91. Even after BBD was disclosed to Medinol and commitments were made
to Medinol to stop BBD, BBD did not stop. The activity in support of BBD in the spring
of 2000 included a June 30, 2000 directive--that was part of Defendants cover-up--in
which Collins was told by senior BSC management to “continue with the establishment
and validation of the alternate line for stent manufacturein Ireland” and that “[a]ll stent
producing equipment should be consolidated into one line known as the alternative line”.
(Exh. 62.) Taylor gave the “authoriz[ation] to begin spending the U.S. $177,740 required
for the completion of Phase One” of this effort to continue with ther illegitimate
manufacturing of stents and their cover-up by trying to make their fraudulent conduct
look legitimate through “consolidat[ing]” the two stent-manufacturing lines (the

illegitimate and the legitimate “aternative line”) into oneline. Defendants were trying to

remove evidence of their wrong-doing.
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92. Thegoa of BBD wasto freeze Medinol out of the venture by, among
other things, stealing Medinol’ s NIR® stent technol ogy and manuf acturing technology,
using that technology to manufacture an “equivalent” stent, and fraudulently obtaining
FDA approval to market the “equivalent” stent in the United States, dl without Medinol’s
knowledge and while misleading Medinol, and without the FDA’ s knowledge.

93. BBD involved stealing Medinol’s confidential technology and trade
secrets. Defendants’ scheme involved obtaining that technology for purported use on a
contractually legitimate Alternative Line, while actualy usng the information to copy,
build and operate an illegal Secret Line.

94. BSC had aright under the Supply Agreement to establish an Alternative
Line designed and erected by Medinol in afacility designated by BSC to manufacture
stents with Medinol’s technology in the event that Medinol failed to meet its supply
obligations under the Supply Agreement. Absent such afailure by Medinol, BSC was not
permitted to use the Alternative Line to manufacture more than a nomina number of
stents (estimated to be no more than 500 per month) necessary to maintain the Alternative
Linein good condition. BSC was obligated to use panels supplied by Medinol (or a
M edinol-approved vendor) in connection with any manufacture of stents on the
Alternative Line.

95. In 1997, BSC stated that it was invoking its right under the Supply
Agreement to establish the Alternative Line and sought Medinol’ s assstancein
establishing the Alternative Line. BSC told Medinol that the Alternative Line would be
located in BSIL's Galway, Ireland facilities. BSC represented to Medinol that Medinol’s
assistance in setting up an automated commercial volume production line for the
manufacture of stentsin BSIL’s Ireland facilities would be used solely for the purpose of
establishing the Alternative Line authorized by the Supply Agreement, under the

restrictions contained therein. Each of these statements by BSC was false.
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96. Medinol never failed under the Supply Agreement to meet BSC’ s stent
supply requests. Therefore, BSC never had any right to manufacture more than a nominal
number of stents on the Alternative Line.

97. BSC never even operated the Alternative Line.

98. Instead, without Medinol’ s knowledge, Defendants, pretending to
establish the Alternative Line, stole Medinol’ s technology and trade secrets to create the
Secret Line.

2.  Defendants Set Up the Secret Shell Company

99. Defendants created a shell company to hide their unlawful activity. In
order to “shield Boston Scientific from being associated with” the Secret Line, in June
1997, Defendants retained Richard Gahan and Mr. Mulligan (afriend of Bernard Collins
and an outside consultant) to set up a“shel[l] company” in Ireland. This company was
incorporated as awholly owned subsidiary of BSIL named Forwich Ltd. (“Forwich”). On
July 21, 1997, Sandman approved Forwich’slegal status. (Chronology) (Exh. 1.) To
provide “another level of protection” and further obscure Forwich’s ties to Defendants,
Forwich did business under the name “BBD”. (1d.) On or around July 25, 1997,
Defendants rented manufacturing facilities for BBD in Dublin, Ireland and set up a“ghost
office” with a phone receptionist. (Exh. 30.)

100. Defendants decided in May 1997 that the manufacturing facility of
BBD was to be established as “ a separate entity to BSIL with no traceable links” (Exh. 7),
in order to conceal it from Medinol and to gain FDA approval through asimplified and
abbreviated process, by replacing Medinol, falsely characterized as a vendor rather than
the manufacturer, with BBD, also fadsely characterized as a vendor rather than an
affiliate.

101. From the start, Defendants decided that this untraceable secret facility

would manufacture alarge number of stents. Thus, a May 20, 1997 memorandum
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provides an early outline, with an initial goal to establish a stent manufacturing facility
with the capacity to produce 1,500 NIR® stents per week by mid-November 1997.

(Exh. 7.) Similarly, a 1997 memorandum by Stenzel entitled “ Project Independence
Objectives’ described the Defendants' goals as follows:. “ Develop an internd ability to
manufacture 6000 balloon expandable stents (all 8 model s) per week by Dec. 19, [19]97".
(Exh. 3.) And, by September 1997, BBD’ s stent production goa had risen to
approximately 8,000 stents per week.

102. The Secret Lineinvolved “the secret capacity”, according to an
October 19, 1999 e-mail from Stenzel. (Exh. 52.)

103. The Supply Agreement did not permit Defendants to establish the
Secret Line, to manufacture any NIR® stents on the Secret Line or to hide it from
Medinol, which has the right under the Supply Agreement to perform a quality sysems
inspection on NIR® stent manufacturing, to assure itself of the quality of its NIR® stents.

104. Maintaining BBD’s secrecy was important to the Defendants because
the scheme' s central elements werethe stealing of Medinol’ s technology and confidential
trade secrets, and deceiving the FDA. All this secrecy was to keep the BBD scheme
secret from Medinol and the FDA.

105. Therefore, Defendants did not inform Medinol of their plans to
establish the Secret Line or of the existence of the Secret Line. A constant theme of the
internal communications relates to the need for secrecy, to avoid discovery by Medinol
and the FDA. For example:

(&) Inan October 28, 1997 e-mail, Kelly set out Corbett’s direction * not [to]

discuss Forwich with ANYONE”. (Exh. 22.)
(b) Inane-mal, Paidosh stated that BBD needed to maintain “[t]otal
secrecy from Medinol and minimal awareness of BSC personnel”. (Exh. 5.)

Paidosh cautioned: “PMA amendment needs to be carefully drafted to maintain
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secrecy from Medinol and dlowing usto use BBD as an alternative vendor”. In
addition to the listed “Con[ ]” of “High awareness of BSIL personnel of alternative
vendor to Medinol and additional capacity”, another “Con[ ]” wasthat “FDA
reactions and risks are grea”. (1d.)

(c) In February 1999, when a BSIL employee who was not part of the
conspiracy was accidentally copied on an e-mail about BBD, Paidosh e-mailed the
following warning to his co-conspirators.

“Many peoplein BSIL are not aware of project Independence but are

receiving e-mails from folksin SciMed on thistopic. Eric [Stenzel] and |

spend an increasing amount of timetelling white lies about this activity to
our people to keep them in the dark. The problem isthey will buy it once
but they continueto get emails that reference BBD or alternative panels,
etc. PeteNicholashasn't decided how far he wants to take this so it would
be a shame for Medinol to learn of theinitiative. The people copied on this
e-mail know about this and have aresponsibility to maintain control. Please
talk to anybody you have told other than on this list and stop the flow of

info.” (Exh. 38.)

(d) In October 1999, BBD employee Denise Heneghan arranged for Eric
Stenzel and other BBD employees to give to “Peter Cohen, a consultant working
for Jim Tobin”, a presentation of “the project history” which “wasfollowed by a
visit to BBD where the secret capacity was demonstrated”. (Exh. 52.) When
David Toohey learned of this, he sent areturn e-mail on October 20, 1999
declaring the disclosure to Cohen was “not authorised and was a serious mistake”
and requesting another employee “talk to Peter Cohen immediately to redress this
error”. (Id.) Toohey further noted: “Given that this project has always been on a
‘need to know’ basis and has a potentially catastrophic impact on our relationship
with Medinol it is absolutely essential that wetreat it assuch.” (1d.) Denise
Heneghan, the organizer of the meeting with Cohen, apologized to her
co-congpirators but stated that she had checked “whether or not it was appropriae

to be completely frank with Peter Colen [sic]”, who was sent at Tobin’s direction,



and she “understood that it was’. (I1d.) She repeated that Tobin knew about BBD
and requested that his consultant be told about it “frank[ly]”. The conspirators
were still quite concerned, however, with “whether it is appropriate to share this
project with Jim Taylor or not” and the find word from Phillip Champaud was
“make sure that Peter [Cohen] only feedbacks what he |earned about Harmony to
Jim Tobin only until we get moreinfo re. Jim Taylor”. (1d.)

(e) InaDecember 14, 1999 e-mail sent to Redmond, Tochey and others,
Stenzel described a“[d]isturbing phone call” that he received on the BBD
telephone line “ probing the function, product line, and ownership of BBD”.
Stenzel described how he deceived the caller:

“1 was first derted when he mentioned that they were interested in
supplying their sted to other stent manufacturers like ourselvesto which |
replied that we don’t make [s]tents, we make heat exchangers with that

materid.

The next questions was [sic] ‘ Are you affiliated with Boston
Scientific’ to which | replied no.

* * *

Asthisisasensitiveissue, | wanted to passthison. The caller had an

English accent and was definitely trying to find out who BBD is and what

wedo. (Perhapsit was one of our chemical etcherstrying to find out who

weare)” (Exh.54.)

106. Defendants needed BBD to be located outside of BSIL headquarters
until the summer of 1998 when the site audit of BSIL by the FDA inspector was
completed. Although Defendants still sought to keep BBD secret from Medinol after the
FDA site audit, Defendants decided to move BBD to BSIL’s Galway site because they
could do so without fear of discovery by the FDA inspector.

107. Stenzel and Paidosh discussed plans to maintain the secrecy of the
project in the event of such amove. Defendants devised the following plan in June 1998:
keep some accounts open in the name of BBD; transfer BBD’ s operating address to the

“ghost office” in Dublin so that deliveries would arrive there; have the “ghost office”
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repack such deliveries and courier them to an address in Galway; and maintain Dublin
telephone and fax numbers and have calls transferred to numbersin Galway. (Exh. 30.)
Paidosh warned that “[i]t has been agreed that we want to maintain optimal secrecy
around on the BBD Project” and that certain equipment should beinstalled in BSIL’s
facilities only “aslong as we feel that we can achieve this without breaching the secrecy
issue of the project”. (Exh. 31.)

108. Paidosh described the following three “ Options”:

() “BBD set up as offsite vendor of stent panels and unfinished stents’;

(b) “BBD set up as offsite vendor of stent panels with its capability to

supply unfinished stents located within BSIL” ; and

(c) “BBD set up as offsite vendor of stent panels (BBD laser welding

capability integrated into BSIL)”. (Exh. 5.)
For each “Option”, Paidosh analyzed the impact on “secrecy from Medinol” and analyzed
the“FDA reactionsand risks’. (Id.) And for each “Option”, Paidosh provided the
“Caution[]” that: “PMA amendment needs to be carefully drafted to maintain secrecy
from Medinol and allowing usto use BBD as an dternative vendor”. (1d.)

109. Defendants portrayed BBD as one of BSIL’s outside vendors, a
misrepresentation that was also vital to achieving afast gpproval track with the FDA.
Stenzel explaned the plan to his co-conspiratorsinan April 12, 1999 e-mail:

“As discussed previously, we are adding BBD to the BSIL approved vendor list.
Last week, | received arequest from BSIL purchasing to complete a supplier
survey.

To make everything look legitimate (as much as possible) | began drafting a quality
manual based on the 1SO 9001 standard. | did not want it be [sic] highly visible to
an auditor (internd or externd) that we started buying key items from a“ cowboy”
vendor. Theinclusion of official quality procedures with the survey should assist

inthis” (Exh. 42.)

110. In an October 28, 1999 e-mail, Stenzel described his concerns over the

merging of BBD’s capacity with that of BSIL:
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“With regards to your plans to wrap up Forwich (T/A BBD), there are afew issues
that will need to be continued to keep in line with the secrecy aspects and project
continuation issues

We would need to maintain the Dublin ghost office, re-directed telephone & fax
lines, vendor accounts, and the Forwich current accounts. Thiswould be the
minimum in order to keep the project running.” (Exh. 53.)

3. Defendants Actually Steal From Medinol

111. Under the BBD scheme, Defendants stole Medinol’ s confidential
technology and trade secrets, both with respect to the panel design, involving the
manufacture of the panels, and the manufacturing design, including the folder-welder, for
creating finished stentsfrom panels.

112. InJduly 1997, Defendants hired Eric Stenzel to run the day-to-day
operations of BBD. (Chronology) (See Exh. 1.) Stenzel’s presence needed to be
explained to the BSIL employees who were not involved in the fraud. Inan April 16,
1998 e-mail, Paidosh told BSC employees:

“On Monday the 20th anew contract engineering employee will be starting at
BSIL. Hisnameis Eric Stenzel and his primary focus will be to support the Nir
manufacturing cell in Metas from a manufacturing engineering function. . .. Eric
will report directly to me during this contract period.” (Exh. 27.)

113. Stenze set out atimetablefor BBD to steal the tools and materials
necessary to manufacture the “ secret capacity”. For example, BBD wasto: “[p]rocure
and certify 2 sources of photo-chemically etched panels by Nov. 1, [19]97"; “[d]esign and
build final manual tooling for laser welding, rolling and trimming operations by Nov. 15,
[19]97"; and “[m]anage offsite devel opment of the Lumonics semi-automated |aser
system for delivery and implementation by Feb. 28, [19]98". (Exh. 3.) Stenzel aso noted
the need to “[p]rove BBD stent manufacturing processes produce stents functiondly

equivalent to current market product by Jan. 15, [19]98". (1d.) (As explained below,

proof of equivalence was an essential component of Defendants' plan to obtain FDA
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approval of the BBD stents.) To that end, he suggested that BBD “[l]earn functional
testing requirements from John Sherry [of Scimed]”. (1d.)

114. Stenze expanded BBD to include vendors that would assst
Forwich/BBD with the theft of Medinol’ s technology and trade secrets. Stenzel thus
brought Lumonics Ltd. (“Lumonics’), Micro Metallic Ltd. (“Micro Metallic”) and

Microponents Ltd. (“Microponents’) into the BBD enterprise:

(@ OnJuly 18, 1997, Micro Metallic signed a confidentiality agreement
relating to “the Project” of “manufacturing photochemically etched stent
components’. (Exh. 10.) At all relevant times, Micro Metallic was aware of the
purpose to which the photochemically etched stent panels would be put, and of the
project’ s secret nature as manifested by thetitle “Heat Exchanger” on the drawings
it knew were for sents.

(b) InJduly 1997, Microponents signed a confidentiality agreement relating
to “the Project” of “manufacturing photochemically etched stent components’. At
all relevant times, Microponents was aware of the purpose to which the
photochemically etched stent panels would be put, and that the “Project” was secret
in nature since it knew it was making stents from drawings falsely labeled “Heat
Exchanger”.

(c) On September 6, 1997, Stenzel and Lumonics discussed “the overall
scheme of BBD’slong term plan of operations’. (Exh. 14.) On September 10,
1997, Lumonics acknowledged BBD’ s purchase order for afully integrated laser
system, a machine needed to manufacture NIR® stents. (See Exh. 15.) Atall
relevant times, Lumonics was aware of the purpose to which the laser would be
put.

115. Defendants stole Medinol’ s confidential technology and trade secrets,

including its manufacturing and panel technology in a number of different ways. For
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example, Defendants sent BSC employeesto visit the facilities of Medinol and its panel

supplier, under the guise of the venture’ s “common objectives’, but, in reality, to sted
information from Medinol. Similarly, Defendants obtained a folder-welder machine from
Medinol under the guise of the “common objectives’, but, in redity, to steal the design.
Indeed, BSC redirected to the “ghost office” in Dublin the machine that Medinol sent to
Galway in order that it could be copied by Lumonics for BBD.

116. Defendants sent BSC employees to Medinol and requested information
from Medinol under the pretense that they were working to promote the Medinol/BSC
venture' s objectives, whereas, in fact, they were stealing from Medinol. For example:

(@) Defendants misused confidential information and trade secrets gathered
by a BSC employee during avisit to Medinol in Israd for three weeks, during
which time he was updated on the definition of defects based on Failure Mode
Analysis (“FEMA”) performed by Medinol. BSC had falsely represented to
Medinol that such information, which was the basis for the inspection criteriafor
stents, would only be used as the incoming inspection criteriafor Medinol-supplied
stents.

(b) InaJduly 3, 1997 memorandum, Flanagan repeated to Paidosh that he
had learned the “inspection routine used here at Medinol and will be ableto
emulate it”. (Exh. 8.). Flanagan came to Medinol pursuant to an invitation to be
trained in operating the fol der-welder system Medinol supplied to BSIL.

(c) BSC ascertained the identity of Medinol’s U.S. steel supplier and the
technical specifications for the product after requesting details from Medinol
purportedly for the purpose of the submission to the regulatory bodies. (See
Exh. 21.) BBD used thisinformation to order the correct steel for BBD. On
November 26, 1997, BBD receved enough steel to manufacture approximately one

million stents, according to its own estimate.
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(d) To further the establishment of the Secret Line and the copying of the
folder-welder machine for BBD, Paidosh faxed aletter from Galway, Irdand to
Medinol in Israel, dated August 8, 1997, requesting assistance in helping with the
machine and arranging a meeting at Medinol for Paidosh to obtain more of
Medinol’s confidential intellectual property and trade secrets and learn more of
Medinol’ s manufacturing processes, al under the guise of perfecting the
Alternative Line. Paidosh faxed another draft of thisletter to Medinol on
August 11, 1997. (Exh. 12.)

117. Medinol shipped the folder-welder machine to BSC on July 20, 1997.

Defendants stole the Medinol manufacturing technology and trade secrets embodied in
the folder-welder machine. After Medinol sent the fol der-welder machine to BSC,
Defendants diverted it to Dublin.

118. BSC contracted with Lumonicsto steal Medinol’sdesign. A July 21,

1997 e-mail from Redmond to Corbett states that the Defendants planned to divert the
folder-welder machine to Lumonics, which would “ prepare duplicate prints of machine
on arrival in Ireland prior to delivery to BSIL”, and would then “duplicate” the machine
for BBD. (Exh.11.) BBD’s*primary goal [wa]s now to duplicate this machine at [its]
premisesin Dublin”. (I1d.) Defendants disseminated Medinol’s stent technology trade
secrets to Lumonics without authorization.

119. Lumonics reverse engineered the machine and reduced it to drawings.

Using those drawings, Lumonics manufactured a folder-welder machine for BBD.
Lumonics delivered a compl eted folder-welder machine to the Dublin facility on April
22, 1998. Lumonics knew that the folder-weder machine was, and is, owned by Medinol
and that BSC requested an illegal copying of the system. On July 8, 1998, this stolen
folder-weldering system was commissioned and debugged in BBD'’ s secret facilitiesin

Dublin.



120. Defendants stole Medinol’ s etching technology and trade secrets. To
produce stents equivalent to Medinol’ s on the Secret Line, Defendants needed to obtain
steel panels chemically etched with Medinol’s NIR® stent design. The panels are
manufactured for Medinol by Suron, an outside chemical etch vendor in Isragl.

Medinol’ s drawings of its panels are Medinol’ s confidential intellectual property and
trade secrets. Under the guise of furthering the Alternative Line and using the
information for regulatory submissions, Defendants obtained from Medinol drawings of
the panels.

121. In 1997, Defendant Rosenthal was given the assignment to “get the
complete set of up-to-date prints out of our supplier”. (Exh. 9.) BBD was instructed to
“reverse engineer” whatever drawings Rosenthal could not obtain from Medinol. (1d.) In
a series of communications using the mails and wires, including a letter faxed by Paidosh
on September 14, 1997, Defendants falsely represented to Medinol that BSC was
requesting the drawings for |legitimate purposes.

122. 1n 1997, Paidosh made a visit to Medinol’ s panel vendor for the
purposes of obtaining panels for Stenzel to compare to the panels provided by the third-
party vendors and auditing the facilities in connection with Defendants’ plan to defraud
the FDA and steal Medinol’ s confidential intellectual property and trade secrets. (See
Exh. 21.) In aseries of communications using the mails and wires, Defendants falsdy
represented to Medinol, which had arranged the vist, that the purpose of the visit was to
obtain a general understanding of the technology as related to the operation of the
legitimate Alternative Line. Defendants made these representations in, among others, a
September 14, 1997 letter faxed from Paidosh; an October 13, 1997 letter faxed from
Paidosh; an October 14, 1997 |etter faxed from Paidosh; and an October 15, 1997 |etter

faxed from Collins to Kobi Richter. Those representations were false.
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123. Inanticipation of Paidosh’strip to Israel, in a September 26, 1997
memorandum, Heneghan set forth alist of issues:
“ Some questions we need answers for to devel op the project
Who are we selling the product to?
SciMed? If yes—shall we be dispatching the stentsin Bulk packaging ...

If NO we need boxes, packaging DFU’s etc [sic] as | presume we wont [sic] be
marketing BSIL stentsas“Medinol” product. . . .

Can you ask Medinal for Drawing P50049 which is referenced on al panel
drawings?

Can you have the Medinol M/C specs as requested on e-mail before E. Hawkins
leaves next Friday, or isthat impractical?’ (Exh. 19.)

124. In fact, Defendants intended to and did change these drawings.
Medinol did not give permission to BSC to change the drawings. And Defendants used
the drawings outside of BSIL. Defendants disclosed and disseminated the drawingsto
Micro Metallic, Microponents and various other vendors. Medinol did not give BSC
permission to disclose the drawingsto Micro Metallic or Microponents, or to sub-license
any Medinol technology to athird party.

125. On October 3, 1997, Paidosh informed Stenzel that Paidosh had
received additional Medinol drawings. He noted tha “[t]he 7 cell parts need to be
modified and the 9 cell parts need to bere sized. Thiswill be completed next week and
sent to you for review before ordering”. (Exh. 20.)

126. After Defendants copied Medinol’ s drawings, Paidosh in a
November 24, 1997 fax, used the wires falsely to represent to Medinol that BSIL's
“identical drawings” would be used in connection with NIR® stents built on the
Alternative Line “within BSIL” and would “only be updated or changed” if Medinol sent
revised drawings. (Emphasisadded.) (Exh. 23.) These representations were false.
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127. BSC contacted at |east nine different chemicd etch vendorsin addition
to Micro Metallic and Microponents, in an attempt to locate a supplier of panelsto use on
the Secret Line. BSC sent its copies of Medinol’ s drawings to each of these third-party
vendors. The copies of the drawings sent to the third-party vendors had been modified by
Defendants. Defendants had changed the logos on the drawings from “Medinol” to
“BBD” and had changed the titles of the drawings from “NIR stent” to “Heat Exchanger”.
For example, on December 9, 1997, Stenzel mailed copies of confidential Medinol
drawings to athird-party chemica etch vendor, Etchform BV. The drawings were falsdy
labeled “ Property of BBD Confidential”.
128. Stenzel, in a February 25, 1999 e-mail to Paidosh, explained a method
of funneling money from BSC to BBD' s accounts, as a “ roundabout method of keeping
vendorsin the dark to BSIL’sinvolvement with BBD”. (Exh. 39.)
129. In order to keep some “vendorsin the dark to BSIL’ s involvement with
BBD” (Exh. 39) and to avoid responsibility if caught, the Defendants and others signed
the counterfeit drawings using “pseudo namel[s]”. (Exh. 25.) Thus, Paidosh wrotein a
February 9, 1998 e-mail:
“Guys, | think we should false sign these prints. Eric you should sign your name
but we should use alias for the rest of us. Can you send new copies and everyone
pick a new name to sign them with.” (Exh. 26.)

Heneghan responded on February 11, 1998:
“Eric,
Wereviewed thedrawings. . . [I]f we areto get set up for the minimum amount of
hassle, and the maximum amount of efficiency, BBD would want to use the same
panel inspection/washing fixturesasus. ... For maximum efficiency, tooling and
fixtures, and indeed everything else, should be - ultimately - interchangeable
between the two lines (BSIL and BBD).
In terms of signatures, rather than get ourselves into an awkward situation when it
comes to detailing who the DONOR and RECEIVING teams are, I’ ve suggested to
Steve, who is amenable, that you ‘ check’ the drawings, and sign them, and that

they should be ‘approved’ and countersigned by Richard, in his capacity of M.D.
(Two signatures should be enough, but from a practical point of view, it would be
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appropriate for Aiden and sdlf, at least, to review any changesfirst, but not sign
on.)” (Exh. 26.)

130. In January 2000, Stenzel visited Micro Metallic and Microponents to
discuss issues relating to those companies continued development of chemicdly etched
panels. Stenzel’svisit to these vendors was described in an e-mail from Howard to
various conspirators:

“On Friday 28 January, | accompanied Eric Stenzel on avisit to two proposed
etching vendors, Micro-Metallic and Microponents, with aview to having an
introduction to the process so that | could prepare for aquality systems audit a a
later stage. Thiswould be to assess whether they would be suitable for submitting
to the FDA as aternative etching vendors for project Harmony.” (Exh. 60.)

131. In his January 31, 2000 trip report to Champaud, Stenzel listed the
measurements being produced by Micro Metallic, indicating BBD’ s theft of Medinol’s
NIR Conformer™ stent specifications. (See Exh. 55.)

132. BBD placed orders for panels from Microponents. (See, e.d., Exh. 63.)

4. Defendants Defraud the FDA In Order to Steal From Medinol

133. Defendants schemeto steal Medinol’s confidential stent technol ogy
and trade secrets involved making fal se regulatory submissions to the FDA in order to
obtain the FDA’ s gpproval to market BBD’ s stents in the United States.

134. Defendants' plan was falsely to represent to the FDA that Medinol was
a component supplier/vendor rather than a co-manufacturer of the NIR® stent system.
Theredfter, Defendants intended to invoke a relatively simple regulatory procedureto
replace Medinol with BBD as an alternative supplier/vendor. To achieve this fraudulent
goal, Defendants, in addition to mischaracterizing Medinol’s role, had to succeed in
hiding from the FDA that BBD was a subsidiary of BSC and not an independent vendor.

135. By mischaracterizing Medinol as a component supplier and BSC as the

sole manufacturer, BSC sought to take advantage of differences between the FDA rules

governing manufacturers and those governing component suppliers’'vendors. For



example, acompany may replace one supplier/vendor for another simply by
demonstrating “equivalence” of the “component” and sending a 30-day notification to the
FDA.
136. A May 15, 1998 e-mail from Heneghan detals Defendants’ effortsto
validate the BBD stents by this “equivalence” tactic:
“Kevin,
We are finally approaching the completion of the process vdidations for the BSC
NIR stent. | hope I’m not being too optimistic, but expect to be closing out the PQ
[Product Qualification] - workwise - thismonth . . .
In your opinion, isaproduct performance qualification required for this‘design
transfer’[7] ... We have done extensi ve testing [on corrosion, balloon bursting,
etc]...” (Exh.29.)
Ballinger responded:

“Denise,

I’m glad to hear of the progress being made on the BSC NIR stent.

Ensuring that this stent functions as well as, or better than, the existing NIR isa
BIG deal. If thereis any possibility that we may someday sell this stent, itis
critical that it is properly qudified. Assuch, | think that it would be wise to gather
group [sic] of the right people to discuss the plans for this stent.

| see two stages to the product qualification; stent integrity testing (bare stents) and
delivery system testing (pre-mounted stents).

Sent Integrity:
Because long-term patient outcomes will be directly affected, we need to prove

equivalenceto the current NIR.” (Exh. 29.)

137. The Defendants' scheme is further set forth in a memorandum entitled
“BBD / BSC NIR Stent Project Status’. (Exh. 4.) That memorandum, which explains
that “the projects associated with BBD and the BSC NIR Stent are closely related and
dependent on each other”, sets out the “FDA Submission Strategy”: BSC would make a
submission under the FDA’ s pilot program for gpproval of a second manufacturing site
(Medinol being thefirst). “This method of submission allows for a 30 day submission
time based on equivalence between the Medinol process and the BSIL process’. (1d.)



After the FDA approval, BSC would “submit second pand vendor (BBD) for FDA
approval”. (ld.)

138. Paidosh listed three options of how to get FDA approval of “BBD as
an alternative vendor”, noting that some of the “Cons’ to these options included “FDA
reactions and risks’ being “great”. Principally, Paidosh noted that the “PMA amendment
needs to be carefully drafted to maintain secrecy from Medinol and dlowing us to use
BBD as an dternative vendor.” (Exh. 5.)

139. Defendants proceeded in 1999 with plans for submission to the FDA.
Stenzel, Heneghan and Denise Howard visited Scimed in February 1999:

“The purpose of thisvisit to Scimed was to discuss and define parameters
associated with the submission to the FDA of the BSC NIR Stent. . . .

* * %

Project Name

A discussion ensued with reference to the name for this project and ramifications
with combining two or more activitiesinto one project.

To provide clarity in thisissue, The name of this project will be Harmony. The
scope of project Harmony isto gather datafor an FDA submission as a second
manufacturing site and the inclusion of a new etched panel vendor.

* * %

Submission Strategy

The submission to the FDA was an areaof concern for regulatory with regards to
the identification of the new panel vendor. It was felt that the submission should
include the details of the new vendor as this would be a critical process to identify
to the FDA.

Corporate concerns with this disclosure centered on Medinols [sic] reaction to the
submission as they have the right to review all details associated with a submission
to the FDA including the NIR stent.

The decision of the meeting was to proceed with the gathering of all vaidation test
datafor both the Medinol pands and the new pands. When it comestimeto
submit to the FDA, there are three options available:

. Submit for a second manufacturing site with Medinol panels only. Medinol
copied with submission.
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. Submit for a second manufacturing site with both panel vendors. Medinol
copied with the submission.

. Submit for a second manufacturing site with both panel vendors. Medinol
not copied of the submission.

Validations will be completed using both panels and corporate management will
decide on the inclusion of the new panel vendor at the time of submission.
Submission to the FDA for an dternate manufacturing Ste is scheduled for mid
July, 1999.” (Exh. 37.)

140. Defendants prepared a June 15, 1999 Master Vdidation Plan (“MVP")

for submission to the FDA, listing asits purpose: “to re-validate the BSC Nir stent

production line using stent panels which are being acquired from an dternative vendor to

Medinol. At the outse, it is not known whether the BSC Nir stent line will continue to

use Medinol sourced panels and thus it was decided to generate a separate MV P to keep

the validation requirements of the two panel sets separate”’. (Exh. 45.)

141. Ane-mail from Stenzel on June 16, 1999 stated:

“As of yesterday, we are planning to continue the validations of the BSC NIR line
to submit to the FDA before Christmas. If possible, we will be using the Suron
panels. ... Alternate timeliness will be generated for the use of my panels.

The conference call included Angie Rhaun, Tim Ley, & Brian Brown from
Scimed & Stephen, Helen and | from this end.

There were some disturbing comments that were made that will need to be
discussed with Charles [Piggot, BSIL head of quality] that I an not comfortable
with. First, Stephen wants to submit without pinhole/Balloon compatibility testing.
The reasoning heisusing is that we aretrying to show equivalence to the Medinol
stent only, not necessarily a stent we could use. Scimed actively supported this.

This sounds rather * Cowboyish’ to me, we will be asking the FDA to approve a
line making product that has not been proven to work. Also, we have highlighted a
pinhole issue with the FDA due to the recall and | think that this makes it akey test
Issue.

The next point is that Stephen wants to submit without any fatiguetesting. Again
this seems funny.

* * *
There were comments that maybe we should form two teams to conduct this
submission project, one here and one in Scimed which | objected to. There were
also comments as to who will compl ete the testing and if other tests could be
ignored.
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In short, it seems like the speed requested to get the line submitted to FDA takes
precedence over doing athrough [sic] job.

* * %

If worse comes to worse and the FDA changes it to a 180 day submission dueto a
lack of data, we can at |east adopt the position that we submitted dl the datato
Scimed yet they failed to include it in the submission. (a*watch your back’
approach seems prudent)” (Exh. 46.)

142. A March 1999 Validation Protocol for Product Performance
Qualification of BSC NIR® stents, i.e., BBD, states. “anewly acquired panel vendor -
BBD . . . will be placed on the SAP system as an alternative vendor for stent panels and
BBD manufactured pandswill be received in under the same part number as regular
Medinol panels.” (Exh. 41.)

143. A June 7, 2000 Validation Protocol Operational Qualification (*OQ”)
was prepared in order to receive FDA approval of the “BSC Nir stent
Electropolishing/Passivation unit”. This FDA submission described the Project
Independence plan: “ Stents made from panels from each of two sources will be
processed for this OQ); namely, stents from the origina Medinol (Israel) panel vendor . . .,
and anewly acquired panel vendor - BBD. . .. Thisvalidation will be deemed to have
passed for the BSC Nir stents if the results from the testing performed on the Medinol
sourced population meet all acceptance criteria. . .. Thisvalidation should also begin the
process of validating the processing of the alternatively sourced panels which are
processed under identical conditions as the Medinol panels.” (Exh. 64.)

144. Defendants knew that it was false to characterize Medinol as a
component supplier/vendor, rather than as a co-manufacturer of the NIR® stent system.
For example, BSIL specifies quality rules applicable for all vendorsin a quality manual
that BSC submitted to the FDA as part of the PMA. None of those rules was ever applied

to Medinol. Medinol issimply not avendor. Moreover, in communications with

Medinol, Defendants told Medinol to expect a GMP site audit by the FDA. (The FDA



conducts GMP site audits of manufacturers, but not of suppliers/vendors.) Medinol
accepted BSC' s proposal for Medinol to engage a BSC employee as a Medinol employee,
to advise Medinol on how it would prepare for such an audit. However, as aresult of
Defendants’ false characterization of Medinol as avendor in the PMA, the FDA never
performed a site audit of Medinol. Rather, Defendants presented a BSC internal report
generated by those BSC employees as an “audit” to the FDA during the FDA'’s site audit
of BSIL. Similarly, in support of its efforts to mischaracterize Medinol asa
supplier/vendor, BSC claimed to be responsible for qualifying and auditing Medinol, as
the FDA does not itself audit the site of a supplier/vendor. Accordingly, in connection
with BSC' s late-1997 visit to Israel, Defendants purported to audit the facilities of
Medinol and Suron without telling Medinol the purpose of its visit.

145. Even after Tobin revealed the BBD fraud, Defendants sill sought to
maintain this “audit” pretense. On July 6-7, 2000, Dennis Ocwigja of BSC visited
Medinol’sfacilitiesin Isragl. In several meetings in Natick, Massachusetts in January
2000 and in Irdand and Israel in February 2000, Ocwiega recognized and represented to
Medinol that the characterizations of Medinol on the PMA by Defendants were incorrect
and inconsi stent with the Supply Agreement, and that they should be corrected to name
Medinol as a manufacturer and add Medinol as an additional distributor. On June 28,
2000, prior to hisvisit to Israel, Ocwigja met with Dr. Kobi Richter in New Y ork and
signed an agreement indicating that the purpose of hisvisit to Isragel was only to read
Medinol’ sfiles and to use the information gathered “in good faith” and “only for the
potential correction of BSC's mistake in an open way with the FDA”. Following
Ocwigja sreturn to the United States, however, Sandman caused Ocwigjato sign a letter
(and caused the letter to be faxed to Medinol on July 25, 2000) retracting the

commitments and representations made by Ocwigjain Israd and New Y ork, as part of the
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continuing scheme to make BSC’ s past regulatory behavior comport with BSC' s defense
of Defendants’ dleged conduct.

146. Defendants fraudulent portrayal of BBD as a vendor raised some
guestions at BSIL. On March 1, 1999, a BSIL employee who was not part of the
conspiracy inquired about BBD from her boss Joe Bree (who was part of the conspiracy):

“Joe,

With regards the above vendor [BBD Limited] can you complete the attached form
and have it signed off by the relevant aress. . . .

To be honest | got a shock this morning to see avendor up on out [sic] AVL
[Approved Vendor List] and nothing ringing a bell with me - 1 would die if an

auditor was to print off AVL and to pull on that one and me not having a clue
about the vendor.

* * %

Can you please ensure that you leave the putting of a vendor up on the sysem to
John or myself in the future as it causes alot of confusion when the accessis
giving around the plant as you can imagine.” (Exh.