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UNITED STATESDISTRICT COURT
NORTHERN DISTRICT OF OHIO
EASTERN DIVISION

FEDERAL TRADE COMMISSION, ) CASE NO. 1:15CV 1080
Plaintiff, ; JUDGE DAN AARON POLSTER
VS. ; OPINION AND ORDER
STERIS CORPORATION, et al., g
Defendants. ;

On May 29, 2015, the Federal Trade Commission (FTC) filed a Complaint for
Temporary Restraining Order and Preliminary Injunction against Defendants Steris Corporgtion
(Steris) and Synergy Health plc (Synergy). (Doc #: 1.) The FTC asked the Court to grant
immediate injunctive relief under Section 13(b) of the Clayton Act to prevent Steris from
acquiring its alleged potential competitor, Synergy, on June 1, 2015. The parties agreed to
maintain the status quo pending an expedited hearing on the motion for preliminary injunctipn
and the Court’s ruling. An administrative proceeding on the merits is scheduled to begin on
October 26, 2015.

l.

Defendants Steris and Synergy are the second- and third-largest sterilization companies
in the world, the largest provider being Sterigenics International LLC (Sterigenics). Sterilization

of many healthcare and healthcare-related products is a critical final step in their manufacture; it
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is required by the Food and Drug Administration (FDA) to eliminate microorganisms living op

or within the manufacturers’ products before those products are distributed to end-users in {
United States. Foreign regulatory bodies require sterilization of these same products when
in foreign countries. Only a small number of manufacturers sterilize their own products: the
bulk of sterilization is contracted to suppliers like StéBynergy and Sterigenics.

Three primary methods of contract sterilization are currently used in the United State

he
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gamma radiation, e-beam radiation, and ethylene oxide gas (EO). Customers choose steriljzatic

methods based on their products’ physical characteristics and packaging. Gamma steriliza
which sterilizes by exposing products to the radioactive isotope Cobalt-60, is the most effec
and economical option for most healthcare products because of its penetration capabilities.
the only viable option for dense products (e.g., implantable medical devices) and products

packaged in larger quantities. E-beam sterilization, a second type of radiation sterilization,
not penetrate as deeply as gamma radiation, though it can be effective for low-density prod

sterilized in low volumes. It represents only 15% of all contract radiation sterilization in the

United States. EO is a non-radiation form of sterilization that exposes products to gas to kil|

unwanted organisms. It is effective only if gas diffuses freely through packaging and makeg

contact with all product surfaces requiring sterilization.
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Steris, with twelve gamma facilities across the country, is one of only two U.S. providers

of contract gamma sterilization services. Sterigenics, the other gamma provider, operates

fourteen U.S. gamma facilities and two U.S. e-beam facilities. Together, these two firms

YIn 1997, Steris acquired a medical sterilization company called Isomedix. (Hr'g Tr. 152
(Steeves).) Today, Steris’ contract sterilization business is often referred to as Steris Isomedix.

-2-




account for approximately 85% of all U.S. contract sterilization services. Synergy, a British
company, is the largest provider of e-beam services in the United Statesperates more than
thirty-six contract sterilization facilities, primarily gamma facilities, outside the United States
Of particular note are Synergy’s two contract sterilization facilities located in Daniken,
Switzerland (Daniken): a gamma facility and an x-ray facility. The Daniken x-ray sterilizatio
facility is the only facility in the world providing x-ray sterilization services on a commercial
scale.

The FTC alleges that, prior to the proposed merger announced on October 13, 2014
Synergy had been planning to enter the U.S. with an emerging x-ray sterilization technology
hoped would disrupt the current duopoly in the U.S. contract sterilization market, competing
directly with Steris’ and Sterigenics’ gamma sterilization services. According to the FTC, x-
sterilization is a competitive alternative to gamma sterilization because it has comparable, “
possibly superior,” depth of penetration and turnaround times. (Compl. § 4, Doc #: 1.) The
claims that, if consummated, the merger would allow Steris to insulate itself against compet|
with its gamma business. Synergy’s planned x-ray sterilization facilities would have targete
Steris’ and Sterigenics’ gamma sterilization customers, providing them with options for cont
sterilization and resulting in lower prices and improved quality.

After months of investigation, the FTC filed this case several days before the propost
merger was to close, contending that the acquisition of Synergy by Steris would violate Sec

of the Clayton Act, which prohibits mergers “the effect of [which] may be substantially to les

2Synergy acquired its U.S. contract sterilization facilities from BeamOne LLC in April
2011. (Tr. 148.)
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competition, or to tend to create a monopoly.” 15 U.S.C. 88 18, 45. The FTC sought injunc
relief under Section 13(b), which authorizes the Court to grant preliminary relief if, after
considering the FTC’s likelihood of success on the merits and weighing the equities, such ré
would serve the public interest. 15 U.S.C. § 53(b).

On June 1, 2015, the Court held a teleconference with counsel to determine how to
proceed most efficiently in this matter. As a result of discussions, the parties agreed to file
Stipulation and Order wherein Defendants agreed not to consummate the proposed merger
at least four business days after the Court rules on the FTC’s motion for a preliminary injung
(Doc #: 7.) The parties also agreed to provide the Court with a joint proposed expedited
schedule for litigating that motion, which the Court issued. (Doc #: 24.)

The Court held a three-day hearing beginning August 17, 2015, during which the
following witnesses testified: Joyce Hansen, Vice President of Sterility Assurance at Johns
and Johnson (J & J); David Silor, Principal Sterilization Associate at Zimmer Biomed
Orthopedics (Zimmer); Dr. Richard M. Steeves, founder and CEO of Synergy; Andrew McL¢
Synergy’s CEO of Applied Sterilization Technologies (AST) & Laboratories; Constance
Baroudel, one of the outside directors on Synergy’s PLC Board; Gaet Tyranski, Synergy’s
President, AST for the Americas; Gavin Hill, CFO of Synergy; and Walter Roseborough, CH
of Steris. The parties filed simultaneous post-hearing briefs and response briefs. (Doc ##:
78, 80, 81.) The Court, having listened to the evidence and reviewed the briefs, issues this
ruling.

(Continued on next page)
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Section 7 of the Clayton Act provides that

No person engaged in commerce or in any activity affecting commerce shall

acquire, directly or indirectly, the whole or any part of the stock or other share

capital and no person subject to the jurisdiction of the Federal Trade Commission
shall acquire the whole or any part of the assets of another person engaged also in
commerce or in any activity affecting commerce, where in any line of commerce

or in any activity affecting commerce in any section of the county, the effect of

such acquisition may be substantially to lessen competition, or to tend to create a

monopoly.

15 U.S.C. 8§ 18. Section 13(b) of the Clayton Act provides that

[u]pon a proper showing that, weighing the equities and considering the

Commission’s likelihood of ultimate success, such action would be in the public

interest, . . . a preliminary injunction may be granted . . . .

15 U.S.C. § 53(b).

“Section 7 is ‘designed to arrest in its incipiency . . . the substantial lessening of
competition from the acquisition by one corporation of the whole or any part of the stock’ or
assets of a competing corporatioJhited States v. Dairy Farmers of Am., |n426 F.3d 850,
858 (8" Cir. 2005) (alteration in original) (quotingnited States v. E.I. du Pont de Nemours &
Co, 353 U.S. 586, 589 (1957)). In enacting this statute, Congress was concerned with
probabilities, not certaintiedd. (citing Brown Shoe Co. v. United Stat&830 U.S. 294, 323
(1962)). As District Judge David A. Katz recently explained,

The “only purpose of a proceeding under Section 13[(b)] is to preserve the status

guo until the FTC can perform its functionETC v. Food Town Stores, In&39

F.2d 1339, 1342 {uCir. 1976). The ultimate determination as to a Section 7

violation of the Clayton Act is an “adjudicatory function [ ] vested in the FTC.”

Id.

FTC v. Promedica Health System, Ingdo. 3:11 CV 47, 2011 WL 1219281, at *53 (N.D. Ohio

Mar. 29, 2011) (alteration in original). Under 15 U.S.C. § 25, the FTC is authorized to seek
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injunction to enforce Section 7, and it carries the burden of proving a Section 7 violation by
preponderance of the evidenceee, e.gU.S. v. H&R Block, In¢833 F.Supp.2d 36, 48-49
(D.D.C. 2011) (citing 15 U.S.C. § 25).

To show a likelihood of success under Section 13(b), the FTC must “raise questions

going to the merits so serious, substantial, difficult and doubtful as to make them fair groung

thorough investigation, study, deliberation and determination by the FTC in the first instance

and ultimately by the Court of AppealsF.T.C. v. Promedica2011 WL 1219281, at *53,
(quotingFTC v. Butterworth Health Corp946 F.Supp. 1285, 1289 (W.D. Mich. 1994¥,d,

121 F.3d 708 (BCir. 1997)).

According to the FTC, the “actual potential entrant” doctrine specifically addresses thi

factual scenario: where a potential entrant (i.e., Synergy) merges with a firm already compe
in the market (i.e., Steris) and the effect lessens future competition. The FTC asserts that t

acquisition of an actual potential competitor violates Section 7 if (1) the relevant market is

for

highly concentrated, (2) the competitor “probably” would have entered the market, (3) its engry

would have had pro-competitive effects, and (4) there are few other firms that can enter
effectively. (Mem. in Supp. of Mot. for TRO and Prelim. Inj. 6 n.40, Doc #: 5-1.)
Defendants challenge the actual potential entrant doctrine, arguing that it has long bg
disfavored by numerous courts including the Supreme Court. However, the FTC has clearly
endorsed this theory by filing this case, and the administrative law judge will be employing i
during the proceeding beginning October 26. Accordingly, in deciding the likelihood of sucg

on the merits, the Court will assume the validity of this doctrine.
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Prior to the August 2015 hearing, the Court directed counsel to focus their attention at the

hearing on the second prong of the actual potential entrant doctrine, i.e., whether, absent the

~+

acquisition, the evidence shows that Synergy probably would have entered the U.S. contrac

sterilization market by building one or more x-ray facilities within a reasonable period of timg

174

For the reasons that follow, the Court concludes that the FTC has failed to carry its burden.
1.

In 2000, Dr. Richard M. Steeves, a biochemistry doctor with a business background,
purchased a facility with a controlled environment for the purpose of manufacturing products to
prevent surgeons from acquiring HIV. (Hr'g Tr. 188-89 (SteeVe#).2007, Dr. Steeves
acquired a small business in medical device sterilization, which became Synergy. (Id.) Synergy
quickly grew from a privately held company with an annual revenue of £750,000 to a publicly
traded company with an annual revenue of approximately £440,000,000 today. (ld. at 189.

The first time Dr. Steeves came across x-ray sterilization technology was at an

international radiation conference in 2011. (Hr’'g Tr. 194.) Daniken, the only company in th

17

world providing x-ray sterilization services on a commercial scale, made a presentation on this
new technology that piqued Dr. Steeves’ interest. (Id.) He found that the technology worked,
but generally dismissed it “because all the talk at the conference was this was an expensive whit
elephant.” (Id.)

In 2012, Leoni Studer, the company that owned Daniken, put it up for sale. (Hr'g Tr.|194
(Steeves).) Dr. Steeves had one of his senior directors conduct due diligence to determine

whether the business would be worth acquiring. (Id. at 194-95.) He learned that Daniken had

3Citation to “Hr'g Tr.” refers to the August 2015 Hearing Transcript, Doc #: 72.)
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two components: a gamma facility and an x-ray facility. (Id. at 195.) At that time, Daniken’s
gamma facility was running at 75% capacity, while the x-ray facility was running at 22%.
(SH-00968554; PX00423-030.) Synergy reached a valuation the directors thought workabl
based on the gamma business supporting the x-ray business and, “importantly, what we weg
expecting in terms of a change in interest in x-ray.” (Id. at 195.) This predicted increase in
customer interest in x-ray was based on the fact that J & J, one of the world’s leading
manufacturers of medical devices, pharmaceutical and consumer packaged goods, was ab
begin the process of making the change from gamma to x-ray sterilization for one of its prog
(i.e., Surgicel, a blood-clotting agent) at the Daniken facility—setting what Dr. Steeves belig
would be “an industry trend” away from gamma and towards x-ray sterilization. (Id.) At the
same time, the directors understood that they faced three significant obstacles in bringing t
new technology to the U.S. market: lowering the capital costs, understanding the regulatory
hurdles involved in transitioning from gamma to x-ray sterilization, and convincing gamma
customers to accept and, more importarsilygportthis new technology. (Id. at 195-96.) Based
on forecasts predicting the x-ray facility would reach 52% capacity by fiscal year 2015 and §
by fiscal year 2016, Synergy decided to purchase Daniken. ((SH-00968554; PX00423-030
Hr'g Tr. 653-55 (Hill).)

Synergy’s management hierarchy consists of two main boards. (Hr'g Tr. at 148, 190
(Steeves).) The Senior Executive Board (SEB) runs the day-to-day operations, generates
business strategies, and makes decisions on investments up to £10,000,000 (approximately
million). (Id.) As a publicly traded company, Synergy also has a PLC Board of Directors thi

represents the shareholders, defines the company’s business and investment strategies, ar
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ensures that the company'’s operational and financial performance respects the shareholde

interests. (Hr’g Tr. 446 (Bouradel), 645 (Hill).) The PLC Board consists of 4 outside directors

-S!

and 3 inside directors. (Id. at 150 (Steeves).) Together, they have responsibility for governance

signing off on strategy developed by the SEB, and investments over £10,000,000. (Id. at 190.)

At the annual meeting of the combined SEB and PLC boards held in October 2012, Dr.

Steeves made a presentation on x-ray technology and Synergy’s recent acquisition of Daniken.

(Hr'g Tr. 151-55 (Steeves).) Dr. Steeves observed that Synergy could not compete in the 4.

market for contract sterilization services with its gamma, e-beam and EO services, given that

Steris and Sterigenics held 83 % of the radiation market and 90% of the EO market. (Id. at

152-53.) He believed that Synergy could only compete with Steris and Sterigenics in the U.

market by introducing its new x-ray sterilization technology, acquired via its acquisition of

Daniken. (Id. at 153.) He pointed out that there were five main hubs in the United States where

radiation sterilization is performed, and he hypothesized that Synergy could build a facility iy
each of those hubs with the prospect of taking more than $120 million of revenue away from
Steris and Sterigenics. (ld. at 154.) He recommended that Synergy endeavor to reach an
exclusivity agreement with IBA, the only manufacturer of x-ray equipment in the world that
could make a machine powerful enough to sterilize medical devices on a commercial scale,

build up to five facilities in the U.S. (Id. at 155.)

—J

Dr. Steeves made a similar presentation to the top Synergy leaders in a conference leld i

April 2013. (Hr'g Tr.155-56 (Steeves).) Two days later, he hired Andrew McLean to lead the

design and project teams for the AST division, beginning in June 2013. (Id. at 157; PX00095-

174

001.) In a letter to McLean dated May 15, 2013 (before McLean came onboard), Dr. Steeve
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updated McLean on the status of various AST businesses. (PX00095-001.) With regard to
at Daniken, Dr. Steeves noted his concern over “slow customer conversions.” (Id.) Howevs
Dr. Steeves considered x-ray at Daniken to be a “potential game changer” in the U.S. contri
sterilization market. (PX00095-002; Hr'g Tr. 157 (Steeves), 274 (McLean).) Although Syne
hadn’t run the numbers on x-ray in the United States, he commented that “intuitively | think
could be lower cost than gamma, and would beat the gamma service on every other operat
metric. This is one of the key projects | would like you to lead through the design team.”
(PX00095-002.) In April 2014, McLean was promoted to CEO of AST and Laboratories. (H
Tr. 156 (Steeves).)
McLean was tasked with presenting the U.S. x-ray team'’s strategy to the combined

boards at the November 2013 meeting. (Hr'g Tr. 211 (Steeves).) McLean never made that

presentation, however, as it was around that time that Nordion, the world’s leading supplier

Cobalt-60 (the energy source for gamma radiation sterilization) and one of only two Cobalt-6

suppliers in North America, became available for acquisition. (Id. at 211-12 (Steeves), 4611
(Bouradel).) Both Steris and Sterigenics participated in a bidding war for Nordion beginning
the fall of 2013 that culminated in an announcement, on March 31, 2014, that Sterigenics e
into a definitive agreement to acquire Nordion.

Now concerned about Cobalt-60 supply in the hands of Sterigenics and motivated by
belief in x-ray technology, Dr. Steeves decided to explore fully the concept of commercial x-
sterilization in the U.S. and other parts of the world. (Hr'g Tr. 213 (Steeves).) He directed
Andrew McLean to “redouble his efforts and do everything he could to try and get this to wo

sort out the three issues that he needed to address in order to allow [Synergy] to bring it in {
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United States.” (Id.) Those issues are the same impediments Synergy faced when it purchiased

Daniken: (1) developing a business plan requiring significantly less capital than the 18 millig
euros it cost Leoni Studer to build Daniken, (2) overcoming customer reluctance to switch
sterilization modalities, and (3) obtaining revenue commitments from a base load of custom
the form of take-or-pay contracts. (See also Hr'g Tr.195-197, 202-203 (Steeves).)
Synergy’s corporation has three businesses: AST, hospital sterilization services, and

linen business. (Hr'g Tr. 646-47 (Hill).) Synergy has an annual maintenance budget of $40

million, and a discretionary budget of $25 to $40 million for investment purposes. (Id. at 650.

The competition for discretionary cash among the businesses has led Synergy to establish
formal process for deciding which projects to fund.

The first phase of the process is aspirational; a Synergy business (e.g., AST) will cor
up with an idea for a capital project, and do the research to determine whether it can make
business case that supports the investment of discretionary capital. (Hr'g Tr. 678 (Hill); see
206 (Steeves) (“[M]ost of the ideas | think probably come from me and my team.”).) The pr(
team enters the results of its research into a template, designed by Synergy CFO Gavin Hil

which outputs numbers, or metrics, commonly used by corporations when deciding whether

invest significant capital. (Hr'g Tr. 660-61 (Hill).) The project team will present the busines$

case to the SEB for approval, and may return to the SEB several times before the concept i

approved. Once the SEB approves the business case, but before it is submitted to the PLC

Board, the business model must undergo a rigorous review by Hill and his corporate finance

team, known within the corporation as the “black hat” review. (See generally Hr’'g Tr. 206-0

221 (Steeves); 412-13, 418 (McLean); 446-450 (Bouradel); 678-682 (Hill).) When the busir]
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case is sufficiently “robust,” the black hat review commences. (ld. at 681 (Hill).)
The black hat process “is a management term for a two-part review.” (Hr'g Tr. 648

(Hill).) The first component is the financial review of “the assumptions underpinning the
business case.” (ld. at 678-79.) According to Hill, the project team needs to understand wh
underpins the revenues, benchmark the costs against other facilities, consider the return or
and, generally, make sure that the team has thoroughly done its homework and put togethe
comprehensive business model. (Id. at 679-680.) The second part of the review is the
commercial review. It covers a number of areas such as the contracts underpinning the re\
(e.g., take-or-pay contracts, termination clauses, penalty payments) and all aspects of risk
pension, insurance). (Id. at 680-81.) The black hat review must conclude, and the SEB m
approve, the business model before it is presented to the PLC Board. (Id. at 681, 707).

There are a series of metrics, or “hurdle rates,” that Hill's team uses to evaluate and

at

sale

=

a
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e.g.,

ISt

compare the expected financial performance of proposed capital projects—measures commonly

used by corporations when ranking investments. (Hr’'g Tr. 652 (Hill).) Among the metrics ig
internal rate of return (IRR), which Synergy targets as 15%. (ld. at 656-675; JDX2859-001,

Synergy Group Policies and Governance Manual 1 9.3.2.) The IRR is the expected rate of

growth from a project over a period to time (Hr’'g Tr. 656 (Hill).) It is the cash that is left ovef

after the taxes and operating costs have been removed, which can then be reinvested in thg
business. (Id. at 659) Synergy considers a project’s IRR over a period of seven to ten yeat
maximum, because investors typically have a short-term perspective, with a three-year hori
(Id. at 659-661.) That a project has an IRR of 15% does not guarantee that it will be approy

by the PLC Board. (Id. at 661.) Just as important is the risk profile. (Id. at 662.) Hill testifiq
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that the risk profile is especially important where, as here, Synergy would be considering a

capital expenditure (CAPEX) that would consume the company’s entire annual discretionar)

budget. (Id.) Any financial impact from that investment would have a reportable effect on the

company’s earnings. (Id.)

Another metric is the return on capital employed (ROCE), which Synergy targets at 1
(JDX2859-002 1 9.3.3; Hr'g Tr. 664 (Hill).) Itis the ratio of operating profit to shareholder
funds and long-term debt, or a measure of how well the company converts invested capital
profit. (Id.) While the IRR looks at future cash flows, ROCE is a single figure calculation in
single year. (Hr'g Tr. 664 (Hill).) Hill testified that he looks at ROCE as “one of the most
important measures for the business . . . as there is an extremely strong correlation betwee
[ROCE] and a company’s share price.” (Id. at 665.) Under Gavin Hill's five-year leadership
Synergy’s ROCE has increased from 10% to 12.4%. (ld. at 669-671.) His short-term goal
Synergy is to reach 15%, and then 20%. (Id. at 668.) To get to 15% ROCE at a company |
Hill requires the businesses, such as AST, to deliver a 30% ROCE. (Id. (“Once you take acg
of regional costs that are in the business, central overhead that is part of running the busing
and good will, we have a large amount of good will on our balance sheet, you then get to 15
percent.”).)

Another metric is cash payback, which is the period of time it takes for the operating
cashflows of the investment to repay the initial capital outlay. (JDX2869-002  9.3.4.)

Synergy'’s target cash payback on all investments is 5 years. (Id.; Hr’'g Tr. 667-68 (Hill).)

5%.
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And last, but certainly not least, Synergy requires revenue commitments from custonpers

who will use the facilities. (Hr'g Tr. 201-02 (Steeves), 680-81 (Hill).) These commitments
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typically take the form of take-or-pay contracts in which the customer agrees to provide a
volume of products for Synergy to sterilize at some point in the future. (IH Hr'g Tr. 62

(Baran).} In the event the customer does not provide those products, it still has to pay for th

e

services. (Id.) These agreements verify that there is a demand for the services, and suppoyt the

business cases seeking PLC Board approval. (Hr'g Tr. 208-09 (Steeves), 680-81 (Hill).)

Even if a business model satisfies all the metrics, there is no guarantee the PLC Board

will approve it. As Constance Baroudel testified, “the finances are important, but it is also tf
overall strategy that is important,” along with consideration of “shareholder expectations.”
(Hrg Tr. 473 (Baroudel).) Furthermore, the PLC Board may not reach a consensus on
approving the project. (Id.) Gavin Hill testified,
So if you ask me would you potentially consider a project that maybe just didn’t
quite hit your hurdle rates but it was guaranteed to deliver, | may say yes, . . .
because | know exactly where we are going to be, and | would much rather that
over a project that had a much higher potential return but there was huge
speculation in the assumptions and could actually deliver a negative return.
(Hr'g Tr. 691 (Hill).) Additionally, the size of the project matters. (Id.) In a project as large
the U.S. x-ray business case, little risk would be tolerated as Synergy would have to forego
“many other projects.” (Id.)
In May 2014, McLean made a presentation to the SEB, updating the board on the
progress of the U.S. x-ray project. The minutes from that presentation show that McLean
continued to analyze “as agreed in the previous SEB meeting” the building of combined e-b

and x-ray facilities; determined the location of Sterigenics U.S. facilities and identified the

products being sterilized there; and narrowed to eight the number of U.S. locations under

“Citation to “IH TR.” refers to the Investigative Hearing Transcript.
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consideration. (PX00099-012, -013.) Again, he expressed his “concern with proceeding with

this course of action, as it would be difficult to guarantee getting take or pay contracts to su

the financial model for building these facilities.” (Id.) In a subsequent letter dated May 29, ’

hport

P014

to Synergy’s COO, Dr. Adrien Coward, McLean further explained his concerns over the project:

| know | sound like a broken record on this but the message does not seem to be
cutting through. . . . The fact of the matter is that building an x-ray facility today
would not guarantee conversions tomorrow. As an example Daniken x-ray is
only ~25% capacity utilized after more than 3 years. If we did not force
customers to move from Daniken and our other gamma sites, then capacity
utilization would be only 10% These are the facts and if we push ahead and

build without a proper baseload customer(s) in the US it is to our peril. And of
course we do not have the same footprint in the US that would allow us to “force”
customers to convert and cross validate and indeed our competitors would be
doing everything possible to stop that occurring, creating further delays and
barriers. No one is more enthusiastic about getting an x-ray footprint in the US
than myself, however it could be a complete disaster.

(JDX1510-001); Hr'g Tr. 379-385 (McLean).)
A more detailed presentation of the U.S. x-ray strategy was presented to the SEB by

McLean’s subordinate, Chris Fry, in July 2014. (PX00101.) The minutes of the meeting sh

among other things, that McLean again raised his concern over the lack of customer financial

backing for the project. (PX00101-013.) He reported that “despite there being a lot of inter
from customers about [Synergy] building X-ray facilities in America none had yet given an

indication that they would be willing to enter into a long term take or pay contract.” (Id.) By
way of example, he pointed out that “J & J had declined the opportunity to enter into such a
contract despite the fact that they were saving 50% of costs and it was only a two-year payl
period for the revalidation costs [due to] concern about the risk.” (Id.) With regard to x-ray
sterilization of medical devices, he observed that “the big concern was the impact of treatms

on the form and function of the device.” (Id. See also Hr'g Tr. 214-15 (Steeves).) At the
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conclusion of the meeting, it was agreed that McLean would present a formal business casg¢ at
the September 2014 SEB meeting. (PX00101-013.)

Following the July 2014 meeting, McLean tasked Gaet Tyranski, President of AST for
the Americas, with preparing the September 2014 presentation. (Hr'g Tr. 511 (Tyranski).)
McLean directed Tyranski to generate as many customer letters of interest as possible by the firs
week in September, to identify two potential U.S. building sites taking into consideration the
location of the headquarters, manufacturing, or distribution facilities of the largest medical
device manufacturers, and to identify the products manufactured there. (ld. at 504-05.)

In a report circulated to board members prior to the September 2014 meeting, McLean
reported that, while a number of major medical manufacturers (J & J, Community Tissue, BD,
Stryker Orthopedics, and Bayer) had signed letters of interest in x-ray sterilization services |n the
U.S., he still had difficulty getting anyone to “bear the risk” of x-ray given that it was new and
unproven in the United States. (Hr'g Tr. 307-08 (McLean) (citing PX5771 at 5).) Two days
before the September 2014 SEB Meeting, McLean reported to Dr. Steeves and Dr. Coward|that
he had reached an oral agreement with IBA in which IBA would agree to provide dual x-rayfe-
beam sterilization equipment to Synergy exclusively for 10 years for its U.S. operations,
provided Synergy would make down payments on the first two x-ray facilities by the end of
October 2014.

On September 17, 2014, Tyranski presented the business plan to the SEB. (PX001(4-

0003 to -00076.) The presentation sought approval for a strategy offering dual x-ray/e-bear

=]

sterilization at a network of four to five facilities in the United States. (PX00104-0004, -0027.)

Phases 1 and 2 called for the construction of two facilities, one in Indiana and one in Texas| that
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would be in operation by fiscal year 2016. (PX00104-0007, -0021.) Phase 2 called for the
construction of two to three more facilities beginning in fiscal year 2016, with an expected
completion date in fiscal years 2017 or 2018. (PX00104-0007.) The presentation contemp

an investment of approximately $20.2 million for each plant— meaning a capital investment

more than $40 million was required for the first phase of the proposed project alone. (Hr'g Tr.

587 (Tyranski); PX00104-0005; JDX2471-016.).

The September 2014 business plan indicated that the first two plants would offer a
combined IRR of 6.51%, and a cash pay-back period of 7.7 years. (PX00104-0037.) The
revenue assumptions in the plan were based on achieving a target of 15% of the U.S. gamn
market after completion of all five plants (i.e., fiscal year 2018). (PX00104-0005, -0007.) T
plan assumed that customers would pay a lower cost for x-ray ($2.50 per cubic foot) versus
gamma ($3 to $4). (PX00104-0034.) And it assumed that the first two plants would achievg

nearly 100% capacity utilization by the end of year 6.

ated

of

1%

In fact, the only number that was locked down in this business model were the revenues

from the volume of products Synergy planned to transfer from its Lima, Ohio e-beam plant t
new plant for e-beam sterilization. (Hr'g Tr. 406 (McLean).) It was later discovered that the
revenue from the Lima plant was counted twice. (Id. at 694-95 (Hill).) Correcting this
accounting error reduced the IRR from 6.51% to 3%. (Id.) The evidence shows that all the
numbers upon which the business model was based were the product of guesswork and

assumptions. Even with an IRR of 6.5%, McLean knew the SEB would not approve the

*Since the team did not have any take-or-pay contracts, they could only guess at the
volume of medical devices that might go through the facility. (Hr'g Tr. 405 (McLean).) The 15%
market share number was an arbitrary number the team thought Synergy “might” be able to achieve
“over a seven-to-ten year time frame.” (Id. at 407.) The team plugged in some numbers to show
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business model. (Id. at 418 (McLean).) And with an IRR of G&#no customer

commitments, McLean didn’t bother to ask Hill to conduct a black hat review because he knew

the model was not ready. (Id. at 418-19.) The business model was never presented to the

Board. (Hr'g Tr. 472-73 (Bouradel).)

PLC

While the evidence shows that the SEB approved the x-ray/e-beam strategy, the minutes

of the meeting reflect considerable concern over the numbers in Tyranski’'s business model
(JDX2471-018.) Specifically, Gavin Hill commented that “he was surprised . . . the financial
model did not look better. The output appeared to be the same as for a gamma facility but
the unproven nature of the technology it was considerably riskier, and it assume[d] that
[Synergy] would be able to command a premium price for its services.” (Id.) Dr. Steeves
advised that he considered the strategy right, but “he had concerns that the economics wer
right and that these needed to be looked at again.” (Id.) Chris Fry advised that “some of th

numbers in the model were guess work.” (Id.) Dr. Coward “suggested that rapid work neeq

be done to build up the cost base from scratch.” (Id.) Yet again, McLean pointed out that ‘|i

was difficult to get a base load customer to bear any risk of X-ray given that it is new and
unproved in the US.” (Id.)

At the PLC Board meeting the next day, outside director Constance Baroudel asked
an update on AST’s U.S. strategy. (PX00574-001.) Dr. Coward reported that Daniken, whi
increasing in capacity utilization, “was also undertaking more work for industrial [non-medic
device] customers, as the regulatory process to allow [medical] devices to be sterilised usin

rays was taking longer than originally planned.” (PX00574-002.) Dr. Steeves reported that

that the facility would reach 100% capacity utilization “around year seven or so.” (ld. at 411.)
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McLean was “working on entering into an exclusivity agreement with IBA to ensure that
Synergy was the only outsourced sterilisation provider [that] would supply X-ray equipment
the US.” (PX00574-002.) However, “in order to secure this exclusivity it was likely that
deposits of €300k each would need to be placed for two X-ray facilities before the end of thg
financial year.” (Id.) Dr. Coward made clear that formal approval for the plan involving fou
facilities “wasnot being sought at this juncture, just for the deposits on two machines.”
(PX00574-010.) The PLC Board approved the down payments for the two facilities with IBA

(1d.)

On October 7, 2014, core team members from the United States and Europe attende

kickoff meeting in Florida during which Gaet Tyranski made a presentation he called “Proje¢

Endurance.” (Hr'g Tr. 525 (Tyranski).) He noted that the U.S. x-ray strategy was approved
the SEB at the September 2014 meeting. (Id. at 526.) He also noted that the SEB identifie
actions to be addressed, including further reduction of CAPEX by at least $1.5 million, furth
work on the facility locations, and finalizing the exclusivity agreement with IBA. (ld. at 527.)
At the August 2015 hearing, Tyranski testified that, although he did not mention in his

presentation that customer commitments would be needed in order for Project Endurance t

forward, it was understood based on his experience at Synergy. (Id. at 529.)

in
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Less than one week later, on October 13, 2014, Steris announced its proposed merger

with Synergy. Notwithstanding this announcement, evidence shows that work on the U.S. X
project continued unabated.
On October 21, 2014, Tyranski sent an email to his x-ray team stating that, with the

exception of market development expense (e.g., “a Synergy branded new x-ray logo and

-19-

-ray




campaign when it will likely be Steris in a few months”), the x-ray project was proceeding as

planned. (Hr'g Tr. 531-32 (Tyranski).)

On October 30, 2014, McLean reported that he had executed an option contract with{ IBA
giving Synergy until March 31, 2015 (the end of Synergy’s fiscal year), to sign purchase
agreements with IBA. (Hr'g Tr. 331 (McLean.) McLean testified that, at that time, he was
having standing meetings every two weeks with J & J, whose product Surgicel was recently
approved by the FDA for x-ray sterilization, prodding them for a take-or-pay contraanor
project with J & J for x-ray in the United States.” (Id. at 336.) He testified that “the weeks ahd
months drew on and there was nothing.” (Id.) Still, he had cause for optimism because J & J
continued to express enthusiasm about x-ray, they complained about the sharp increase in |price
for Cobalt-60, and there was concern in the industry over Cobalt-60 supply and tightening
regulations over disposal of Cobalt-60 and EO residuals. (Id. at 305-07, 339 (McLean).)
On November 4, 2014, Synergy issued its Interim Results for the Six Months Ending|28
September 2014. (PX00580.) On page 4 of the 25-page document, the report provided, with
regard to AST,
We are pleased to announce that we have signed an agreement with IBA for X-
ray technology to be deployed in the United States, supplemented by our in-house
knowledge and expertise. Our X-ray services are now the fastest growing of our
AST technologies, driven by the higher levels of quality, favourable economics
and faster processing speed, which helps our customers to reduce their working
inventories. Most recently the first FDA approval of a Class Ill medical device
was achieved by one of our major global customer partners, paving the way for
further conversions.
(PX00580-004.)

In an earnings call held the next day, Dr. Steeves stated that AST had a really good half

year, commenting that
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[t]he strongest growth has been in the Americas along with good growth in

Europe from the new facility in Marcoule, France, our x-ray facility in

Switzerland and the new capacity acquired with [the Bioster acquisition] . . .

Looking forward, there are few further steps we are taking to support growth and

including expanding our network in the U.S. as well as expanding the capacity of

a number of our facilities around the world. We’ve also reach an agreement with

IBA that will allow us to get started with x-ray in the U.S.

(PX01773-005.)

Meanwhile, Tyranski continued working on locking down numbers for the U.S. x-ray
business model, explaining that, if the merger went through, he would just have to re-prese
business model to the new combined Steris/Synergy SEB, and that they would probably no
build an x-ray facility right next to a Steris gamma facility. (Id. at 532-33, 548-49 (Tyranski).

The business plan proposed at the September 2014 SEB meeting anticipated that
Synergy’s e-beam facility in Lima, Ohio would be closed and that the products would be

transferred to Synergy’s new dual x-ray/e-beam facility. (Hr'g Tr. 539-540 (Tyranski).) On

January 19, 2015, Tyranski sent an email to Gavin Hill asking him to sign a lease extension

the Lima facility (to October 2017), so that the new U.S. facility would have base load e-begm

Nt his

for

revenues while x-ray customers were being developed. (ld.; PX-01265-001.) Hill extendedl the

lease. (Hr'g Tr. 540-41 (Tyranski).)
In November 2014, Tyranski sent Mark Berger, a business development manager, ta
Dallas/Fort Worth area to visit numerous proposed locations for an x-ray facility, while Aldo

Rodriguez, an accountant, continued discussions over economic incentives that would lowg

capital costs in building that facility. (Id. at 541-45.) Tyranski testified that the reason for thjs

activity was to nail down costs so that he could present the best business case to the board

approval. (Id. at 545.) Tyranski himself continued discussions with the Miami Valley Reseg
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Park in Dayton, Ohio, regarding incentives and grants that could be offered in locating a fadility

there—discussions that continued into February 2015. (Id. at 545-49; PX01270.) Tyranski
testified that he could not make a decision on committing to a lease until he presented the

business case to the SEB again. (Hr'g Tr. 548 (Tyranski).)

The evidence shows that, on October 9, 2014, Tyranski sent an email to his sales staff

reminding them to continue to elicit customer letters of interest under the market developme
strategy and offering $500 bonuses to those who could get a customer to sign up to send th

product to Daniken for x-ray testing by November 15, 2014. (Hr’'g Tr. 549-551 (Tyranski);

nt

eir

PX00244-001.) He subsequently extended the deadline another several months. (Hr’g Tr. 549

(Tyranski).)

The evidence also shows that, despite Synergy’s best efforts to advance the x-ray project

news on the economic front worsened. The machine that formed the cornerstone of the

September 2014 business plan was IBA’'s Rhodotron TT300. (Hr'g Tr. 423-28 (McLean); 5%

567 (Tyranski).) IBA had represented that its Rhodotron TT300 was a combination x-ray/e-
beam machine that could meet Synergy’s needs. (ld. at 424 (McLean).) Butin late 2014, |
began expressing a lack of confidence in the TT300, proposing a reconfiguration of the TT1]
with a €250,000 increase in pritgPX00240-003-004. Hr'g Tr. 562 (Tyranski), 422
(McLean).) While the TT300 provided both e-beam and x-ray services, the greater capacity

on the e-beam side. A machine that provided both services was critical to the September 2

5-

4

BA

000

was

D14

business model because it guaranteed considerable e-beam revenue for years (which would be

®The Rhodotron TT1000, the machine that ran x-ray at Daniken, was an x-ray-only
machine.
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satisfied by the movement of products from the Lima, Ohio e-beam plant to the new facility)
while Synergy’s U.S. x-ray business developed. (JDX1722-001; JDX1775 at 25, 27.) Hows
the ultimate goal driving the plan’s economics was always the machine’s x-ray capacity.

(JDX1760-002 (Slide 20).) The machine needed to have more x-ray than e-beam capacity;

required 400 kW and 7 MeV for x-ray, and 100 kW and 10 MeV for e-beam. (JDX1920-001

ver,

it

)

The TT300 could not achieve the 400kW power level, and there was no dual-purpose machine ir

existence capable of reaching those power levels. (Hr'g Tr. 582, 615 (Tyranski).) The evid

shows that the business plan with a 300kW machine would produce 25% less revenue than

ence

the

TT1000 with 400kW. (PX00240-004.) According to McLean, the one thing he thought “shopld

have been relatively simple just became more and more complex and more and more costly.

(Hr'g Tr. 422-23.)

The uncertainty culminated in a meeting in January 2015 attended by principals from
Synergy and IBA, during which IBA told Synergy that the price of the systems was “going uj
(Hr'g Tr. 426 (McLean).) Tyranski testified that, at the time of that meeting, IBA’s price for g
TT1000 with 400kW capacity was €5.304 million and the cost of the machine constituted m¢
than 25% of the capital cost for one facility. (Id. at 577-78 (Tyranski).)

In response to a question at the August 2015 hearing, whether IBA gave Synergy an

Dre

estimate as to how long it would take to design, build and test the system, McLean responded,

Well, that's—that’s a question | never asked, because at that point, I'm
getting quite frustrated and disillusioned with the whole thing. It is going
nowhere. And in my point of view, if they have never built one, never tested one,
did we want to be the guinea pig?

And | remember discussions with my team saying, you know, do we want

to be the experiment here in the U.S. and persuade and influence J & J and other
top tier customers to come over to us and then have a failure? It had to work.”
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(Hr'g Tr. 426-27 (McLean).) When the Court asked Tyranski to gauge, in February 2015, hi

S

confidence level that IBA could produce the machine at the required power level, he responded,

“Their story kept changing so | was skeptical. | was probably more than 50 percent confide
that they could ultimately get theoger time but there were no guarantees.” (Id. at 577
(Tyranski) (emphasis added).) Itis undisputed that there is no machine in existence today f{
capable of providing both x-ray/e-beam sterilization at the 400kW power level. (Id. at 425
(McLean), 577 (Tyranski).)

On February 24, 2015, McLean sent a declaration to the FTC stating that he was
terminating Synergy’s U.S. x-ray project, and listing the reasons for doing so. (JDX2655.)
described his team’s “top-down, full-court” efforts, and failure, to solicit customer commitme

(Id. at 1 2.) He explained that Synergy’s sales and marketing efforts began in July 2013, by

Nt

hat ic

nts.

identifying 185 leading medical device and pharmaceutical manufacturers as potential candidate

for x-ray. (ld. at 1 6.) For those companies, Synergy began its marketing efforts with sales

made in conjunction with sales of other AST products, explanatory brochures, webinars, live

seminars, tours of Synergy plants, tours of Daniken, and phone calls. (Id. at 1 6.) Of those

calls

174

companies, Synergy targeted 34 as the best candidates to generate a viable processing volume

underpin the x-ray strategy. (Id. at {7.) This was necessary to guarantee the revenues ne
for the business model to meet the minimum hurdle rates and obtain SEB and PLC Board
approval. (JDX2655 § 8.) McLean provided file folders for each of those companies with
contemporaneous documentation of those efforts. (Id. at 1 9.) In anticipation of presenting
business case to the SEB in September 2014, the project team continued its efforts to obtai

some form of customer commitment to support the business model. (Id. at 1 11.) All they W
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able to obtain were around six nonbinding letters of interest. (Id.) Following the Septemberf
2014 SEB meeting, the project’s marketing team continued efforts to obtain customer
commitments, to no avail. (Id. at § 12.) As no significant U.S. customers remained to be
contacted, McLean concluded that “there [was] no reasonable prospect of customer accep
for Synergy’s X-ray project.” (Id. at § 4.)

Attached to McLean'’s declaration are emails from five of Synergy’s top customers
stating that they have no present intention of using x-ray sterilization: Covidien/Medtronics
(“Although x-ray is interesting to the team, it is not a modality the Covidien Group with
Medtronic is actively investigating today.”), Boston Scientific (“Xray simply has not proven tq

have any significant benefit over the big three forms of sterilization to warrant real interest.”

J & J (“Per our conversation today, the Business Case for J & J to support transfer of its U.$.

gamma processed products (done Byarties) into a new xray facility near Memphis TN (J &
Distribution Center) does not appear to be compelling.”), and Becton Dickinson ("The risk tg
reward ratio remains stubbornly favorable toward Co60 and Ebeam. . . . The costs in labor,
material testing, submissions, reviews, etc., to switch to Xray could approach $400K per prq

family. Multiplied out by 100s, if not 1000s, for different designs and product families and th

investment costs are staggering.”) (Respectively, IDX2852, JDX2853, JDX2854, JDX2855.

McLean solicited these communications following his meeting with the FTC on February 17
2015, when asked for evidence showing that customers had refused to baak wsragg.

(Hr'g Tr. 399 (McLean).) McLean testified that if these customers had said they were really
committed to x-ray in the United States, he would not have terminated the project.

So | wanted to make sure. Remember that myself and my team had put a lot of
time and effort, hard work into this, so | wanted to be sure. | asked a direct
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guestion and | got a direct answer.

(Id. at 400.)

That same day, Gaet Tyranski sent an email to his team leaders. (PX00863-003.) Noting

that “the FTC inquiry was going down a rat-hole,” Tyranski advised, “I do think it's prudent t

D

stop further spend on X-Ray Americas.” (Id.) When asked at the August 2015 hearing what he

meant by “going down a rat-hole,” Tyranski responded, “[The FTC inquiry] was bogging the
entire team down. It was burdensome.” (ld. at 570.)

Tyranski, who had only been President of AST for the Americas since August 2014,
dealing with numerous other capital projects at the same time he was working on the busing
case for the U.S. x-ray project (i.e. building a facility in Saxonburg, Pennsylvania, working tg

obtain approval to build a facility in Northern California, and preparing a business case for

greenfield sites in the Carribean). (Hr'g Tr. 585 (Tyranski).) Consequently, he spent no more

than 30% of his time on the U.S. x-ray project. He testified that, in discussions with McLeanh

over whether to terminate the project, they knew they were reaching the point where the bu
for fiscal year 2016 needed to be set. (Id. at 575.) They were concerned about devoting m
of dollars to the U.S. x-ray project, considering customer interest had not advanced much, t
were only a couple of customers sending product to Daniken for testing, and the cost base
September 2014 business model was not improving. (Id.) They were also mindful that the
million investment for phase 1 of the project would consume Synergy’s entire discretionary
budget for the year. (Id. at 587.)

Today, Daniken’s x-ray facility is running at only 25% capacity, and there is no dual X

ray/e-beam sterilization machine in existence that operates at a 400kW capacity.
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V.
The FTC contends that Synergy was poised to enter the U.S. market in Fall 2014 by
constructing one or more x-ray facilities, and that the merger with Steris caused Synergy to
abandon the effort. As a corollary, the FTC argues that documents created and testimony ¢

after the merger was announced should be viewed with a high degree of suspicion. If the H

correct, the evidence should show that if the merger does not go through (either because the

parties abandon it or a permanent injunction is issued), Synergy is likely to revive its plans 4
build one or more x-ray facilities in the U.S. in the near future.

In fact, the evidence shows the opposite in at least three ways. One, while Synergy’
PLC Board had endorsed the concept of U.S. x-ray in September 2014, the business plan h
been approved and there were significant obstacles that McLean and Tyranski knew they n
to overcome in order to win approval. Two, the announced merger with Steris in October 2
had no significant impact on Synergy’s plans for U.S. x-ray. McLean and Tyranski continueg|
mobilize the employees under their direction to try to obtain customer buy-in, to try to bring
down the cost of the new facilities, and to work with IBA to develop a dual-capability machin
of sufficient power to meet Synergy’s needs. Three, it was McLean, and not CEO Steeves,
made the decision in February 2015 to discontinue the U.S. x-ray project after he concludeq
there was little to no likelihood of obtaining SEB approval, let alone approval from a combin
Synergy/Steris board.

The evidence shows that, at the conclusion of the September 2014 SEB meeting, all
the SEB approved was the U.S. x-ray strategy. The SEB did not have the authority to appr

discretionary capital expenditures of more than 10 million pounds. Nor did the PLC Board,
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which doeshave the authority to approve discretionary capital expenditures over 10 million
pounds, approve the September 2014 business plan. In fact, no business plan was presen
the PLC Board for approval. (Hr'g Tr. 221 (Steeves); PX00574-010.) All that Dr. Steeves

requested, and the PLC Board approved, was the expenditure of 300,000 pounds each for

ed tc

jown

payments on the first two facilities, as that is what IBA demanded in order to enter an exclusivity

agreement with Synerdy(Hr'g Tr. 223 (Steeves); (PX00574-010.).)

In order to obtain injunctive relief, the FTC has to show a likelihood of proving at trial
that, absent the merger, Synergy probably would have entered the U.S. contract sterilizatio
market by building one or more x-ray facilities in the U.S. within a reasonable period of time
The Court concludes, for the following reasons, that the FTC has not met its burden.

A. Customer Commitments

The evidence at the hearing revealed that the most significant reason Synergy opted
to discontinue the U.S. x-ray project was lack of customer commitment. According to the F]
there is no documentation that Synergy solicited customer interest throughout 2014, and in
event, customers continue to be “interested in x-ray sterilization in the United States.” (Doc
81 at 9.) The Court disagrees.

The evidence shows that Synergy’s corporate practice is to secure take-or-pay contr
from customers before making significant capital investments, and this was certainly a
significant capital investment. The first phase of the project alone required the expenditure

Synergy’s entire annual discretionary budget ($40 million). Despite considerable effort on

"Bouradel testified at the August 2015 hearing that the PLC Board didn’t even have to
approve the down payments, as the total expenditure was less than 10 million pounds.
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Synergy’s part, as shown by the evidence and described in concise detail in McLean’s
declaration, not a single medical device customer would sign a take-or-pay contract, and or
about 6 of the 185 customers Synergy initially targeted in its sales and marketing campaign
would sign even a nonbinding letter of interest.

The evidence, in the form of minutes, emails and testimony, shows that McLean kne
had to obtain take-or-pay contracts or some form of financial commitments in order to supp(
the U.S. x-ray business model; otherwise, the business model underpinning the x-ray strate
would not be approved by the SEB or the PLC Board. In fact, the evidence shows that McL
repeatedlyraised his concern over the inability to obtain financial backing in any form at eve
SEB meeting at which the U.S. x-ray strategy was discussed, and expressed his frustration
correspondence with Dr. Coward. The evidence shows that, despite the level of interest
expressed by a handful of healthcare products manufacturers in x-ray technology, Synergy
not identify a single customer who would provide the financial commitment required to build
ray sterilization facilities in the United States. Absent the ability to demonstrate a demand f
this service, McLean knew that any business model the x-ray team presented to the SEB of
Board would not have been approved. Indeed, McLean testified that he didn’t bother to ask

Gavin Hill to commence a black hat review of the model because the model just wasrt read

®Not only does the FTC challenge that a black hat review of the September 2014 business
model would have ended the x-ray strategy, the FTC challenges whether Synergy really has a
“pblack hat” process for reviewing business models at all. However, all of Synergy’s witnesses who
were questioned about the process testified consistently, if in varying detail, about how the
corporate finance team conducts its review of proposed capital projects. (H2@1T(Steeves);
412-13, 418 (McLean); 448-450 (Bouradel); 678-682 (Hilgven the FTC conceded that
there is documentary evidence referencing the process. (See Doc #: 81 at 2 n.5.) Regardless of
what the corporate financial team’s review process is called, there cannot be serious dispute that thg
type of financial review the team conducts (and the metrics it uses) to evaluate capital investments
is not standard business practice in the industry.
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McLean knew that the September 2014 model, with one exception, was not based on anything

more than assumptions (e.g., premium pricing, revenues, market share). (Hr'g Tr. 406-418§

(McLean).)

The testimony of the FTC’s own witnesses, Joyce Hansen of J & J and David Silor of

Zimmer, demonstrates that their interest in x-ray sterilization in the United States was primgrily

academic. As Hansen testified, she preferred to remain “totally noncommittal” to Synergy u

[ntil

a laundry list of factors were resolved: a decision on where the x-ray facilities would be located

in the United States, what machine would be used, which J & J products might benefit from
ray sterilization, the volume of those products, the completion of functionality studies, and th
approval of regulatory agencies in all countries where the x-ray-sterilized products would be

sold.

X_

S

The evidence shows that after McLean asked Hansen for something in writing to support

the business model he was preparing to present to the SEB in September 2014, Hansen submitt

a letter expressingt best lukewarm interest. (JDX1188-022.) After articulating a few reasor
why x-ray sterilization is “of interest” to J & J, she explained that the primary barrier in

transitioning from gamma to x-ray sterilization is “the additional work required to support the

S

physical / functional product testing, regulatory authority submissions, and personnel time and

resources for these activities.” (Id.) She concluded that “this letter of interest is intended tq
means of communicating our interest in pursuing the use of X-ray processegfuture and is
not intended to commit J & J to processing a volume of product in a facility with Synergy

Health.” (Id. (emphasis added).)
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The evidence shows that Hansen well knew how take-or-pay contracts work and the

neec

for volume commitments before building new facilities. When asked about J & J's Albuquergue,

New Mexico gamma sterilization facility, Hansen agreed that, in evaluating whether it made
sense to build a new facility, J & J would have to consider how much volume would be put

through the facility before building it, otherwise it would not be a good use of J & J's capital.

(Hr'g Tr. 71-72 (Steeves).) Furthermore, the evidence shows that J & J had previously entgred

into a $2.8 million take-or-pay contract with Synergy to build an e-beam sterilization facility in

Ireland. (Id. at 204-05.) By the time the plant was completed, another medical device company

had apparently built a better device than the product J & J intended to put through the facility,

and J & J wrote off the entire investment, leaving Synergy empty-handed. So, Synergy had to

rely on the $2.8 million to support its investment until it could bring in additional customers.

(d.)

David Silor, Principal Sterilization Associate at Zimmer, testified that he had discussed

x-ray sterilization in the U.S. with Synergy for the past two years. (Hr’'g Tr. at 116.) But shdrtly

after Zimmer had agreed to conduct a feasibility study at Daniken, Zimmer initiated a major
guality remediation project at the FDA’s request. (Hr'g Tr. at 119.) Consequently, its resou
were shifted to support those efforts and, to this day, Zimmer has been unable to conduct a
ray feasibility studies at all. (Hr'g Tr. at 119.)
B. Why No Take-Or-Pay Contracts. Customer Concerns

The evidence shows that the problem obtaining customer commitments had nothing
with the merits or benefits of x-ray sterilization. Sterilization represents only about 3% of thg

cost of the medical device. (Hr'g Tr. 381.) This means that even if Synergy could promise
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customer a 30% price savings over gamma sterilization for a product, the conversion would

reduce the product’s cost by 1%. On the other side of the ledger was the significant cost of

only

conversion, estimated to be $250,000 to $500,000 per product. (Id. at 438.) The product would

need to be tested, then the conversion would need to be approved by the FDA and the fore

gn

counterpart in any foreign country where the product would be sold, then the site would have to

be qualified; and then product would have to be put through the facility for validation. AsJ
found out, this conversion process could take several years. And if a manufacturer of a me
device had been on the market for ten to forty or more years, it is likely that the regulatory

standards for testing and approving these products would have gotten tighter, and the prod

& J

dical

ICt

may no longer be in compliance. (Hr'g Tr. 371-72 (McLean).) Furthermore, any x-ray facilifies

built in the United States would need contingency processing options, i.e., other qualified
facilities where products could be sterilized if the facility needed repair. (Id. at 361.) There
no existing x-ray sterilization facilities in the United States; Synergy’s would be the first. A
problem in Synergy’s facility could leave a customer with no readily-available alternative for
sterilizing its products, and any mistake could jeopardize a manufacturer’s business reputat
and, consequently, its business.

In fact, the documentary evidence shows that on February 24, 2015, despite the
considerable efforts of McLean and his team to obtain some kind of customer support endo
the U.S. x-ray business model, not one customer was willing to do so. There are four email
from leading manufacturers of medical and pharmaceutical products (Covidien/Medtronics,
Boston Scientific, J & J, Becton Dickinson) expressing their reasons for not signing up for th

U.S. x-ray project, e.g., there is no significant benefit in x-ray sterilization over the other
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sterilization modalities, the risk-to-reward ratio favors the other modalities, and the cost of
transitioning multiple products from gamma to x-ray is staggering. This was correspondenc
McLean solicited following his meeting with the FTC on February 17, 2015, when asked for
documentary evidence showing that customers had rejected x-ray.

At the August 2015 hearing, the FTC made much of the fact that McLean had solicitg
& J's email and had asked Vic Baran, who wrote the email, to go back and look at the num
again because they did not reflect the numbers McLean had previously discussed with Joyg
Hansen regarding the costs involved in obtaining validation, product stability, product
functionality and regulatory filings. Vic Baran then sent McLean an email with revised
numbers. McLean testified that the costs in the email accurately reflected his discussions W
Joyce Hansen and the FTC never called Vic Baran to the stand. In any event, the FTC did
challenge the other emails which clearly showed a lack of interest on the part of industry led
in backing x-ray sterilization of their products at this time.

The evidence shows that Synergy itself had previously undertaken the black hat prog
for building a new x-ray sterilization facility in Bradford, U.K. When the Bradford gamma
sterilization facility was running out of capacity, Synergy’s AST team decided to present twd
business models to the SEB: one for building a gamma facility and one for building an x-ray
facility. (Hr'g Tr. 372 (McLean.) The business models showed that the gamma financials wé
superior to the x-ray financials, and the project team could not drum up one customer who v
willing to back the x-ray business model. (Id. at 373.) In the end, because Synergy had to
“the right thing by [its] shareholders,” it built a new gamma facility with higher capacity at the

Bradford site. (ld.)
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Synergy’s experience at Daniken only added to these concerns for several reasons.
the predicted growth in medical product x-ray sterilization (i.e., 52% capacity by fiscal year
2015) never materialized. Today, Daniken’s x-ray facility runs at 25% capacity utilization.
Second, most of Daniken’s x-ray business is processing non-medical products, and the non
medical business is not the business Synergy prefers to attract. (Hr'g Tr. 385 (McLean)
(Synergy’s core competence is working “in a highly regulated environment, where you have)
deliver an exceptional quality,” and the volume is stable with guaranteed revenues.) The
evidence shows that over 80% of the product going through Daniken’s gamma facility is
medical; in contrast, only 5 to 6% of the product going through Daniken’s x-ray facility is
medical. (Id.) Furthermore, the medical device x-ray business at Daniken is paltry; the

$100,000 generated represents only about 2% of Daniken’s overall x-ray business. (Id.

First

at 389-393.) The evidence shows that Synergy was unsuccessful in getting its existing gampma

customers to convert to x-ray. When Synergy tried to leverage this conversion by telling its

Daniken gamma customers that there was little or no remaining capacity at the gamma facility,

the customers responded by threatening to go to a competitor's gamma facility. (Id. at 383.
McLean testified, “at one point, we were sterilizing soil, earth, at Daniken x-ray to get produ
through. That's not what we want.” (ld. at 385.)

There was nothing McLean and Tyranski could do to change this paradigm. And of
course, any further price reduction Synergy might offer to incentivize its customers would re

in lower profit margins and IRR for Synergy.
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C. Capital Costs

The evidence shows that, despite Synergy’s best efforts, it was unable to harness th

capital costs to build x-ray facilities in the United States. Synergy has only $25 to $40 millign

1%

per year to spend on capital projects. The cost of building two x-ray facilities was estimated to

be well over that budget. Because this investment would consume the entire annual
discretionary capital budget, little risk could be tolerated. It was clearly incumbent on the
project team to lock down real numbers, obtain customer commitments, and lessen capital
In short, this particular investment, given its enormity, was a “bet the farm” proposition for
Synergy.

As the effort to develop a financial model that more accurately represented the econ

COStS

hmic

realities advanced, the numbers got worse instead of better. The evidence shows that, from the

September 2014 board meetings, shortly before the merger was announced, until late Febr
2015, when the project was abandoned, Synergy’s estimates on the cost of building the fac
increased by $2.5 million once actual proposals from contractors were considered. (Invest.
Tr. 198-199 (Fry); SH00483971 at 10.) By early 2015, it became clear IBA had lost confide
that the TT300, the dual x-ray/e-beam machine on which the team’s September 2014 busin

model was based, would deliver the required 400kW capacity. And the TT1000 with dual x{

hary
lities
Hr'g
nce

ESS

ray/e-beam technology had never been designed, built, tested or priced. The only certainty|abot

the proposed machine was that it would cost considerably more than the initial business mddel

estimates.
The evidence also shows that the September 2014 business model failed every one

metrics Synergy uses to rank capital investments. With a few exceptions, the PLC Board
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generally will not approve funding a discretionary capital investment without an IRR of 15%

The September 2014 business model showed a 6.51% IRR—a number that included a significar

accounting error that reduced the projected IRR to 3%. The erroneous IRR was reached by

double-counting revenues from the Lima, Ohio plant, and it was the only number in the business

model that was not the product of guesswork and assumptions. The evidence also shows {
Synergy'’s target for ROCE was 15%. To reach this goal, the business seeking discretiona
funds (e.g., AST) would have to show a ROCE of 30%. The business model presented at t
September 2014 meeting would not hit the target until year 7, lowering the current company

ROCE from 12.4% to 11.8%: a reportable consequence that, though seemingly small, woul

raise red flags for shareholders. (Hr'g Tr. 688, 698 (Hill).) Another metric the model failed to

meet was cash payback. Synergy’s target cash payback for all investments is no longer tha
years. The September 2014 business model reflected a cash payback period of 7.7 years.
D. The Prospect of Building X-ray Facilitiesin the United States

According to the FTC, the current “interest” that a few customers have expressed in
technology, plus the fact that some healthcare products manufacturers have recently sent g
products to Daniken for testing, shows that Synergy was poised to build x-ray sterilization
facilities in the United States in the foreseeable future. The evidence of the FTC’s own
witnesses shows otherwise.

Hansen was asked at the hearing, if Synergy opened an x-ray sterilization facility in t

U.S. tomorrow, would J & J send Surgicel to that facility for sterilization? (Hr'g Tr. 77

°The evidence shows that this standard could be relaxed where necessary for health and
safety, to meet regulatory requirements, or to prevent the potential loss of a customer. (Hr'g Tr.
701 (Malaysia); 702- 703 (China facility); 703 (health and safety, regulatory).)
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(Hansen).) Her response was that both parties would have to go through another series of
before doing so, i.e., J & J would have to get regulatory approval for the site, Synergy woul

have to go through installation and operational qualification, and J & J would have to put its

hoop

[oX

product through the facility and conduct validation testing before sterilizing Surgicel there. (Id.)

Silor testified that Zimmer has not evaluated the potential use of x-ray as a sterilizatic
method for the products it manufactures, it has not performed any feasibility testing with x-r
sterilization, it has not evaluated whether x-ray performs better than gamma for its products
has not discussed pricing for x-ray sterilization with anyone at Synergy, and it has not analy

the cost of switching to from gamma to x-ray sterilization in any formal way.

Silor testified that, in order to use a new technology for sterilizing medical devices that

does not exist here today, Zimmer would have to do a dose mapping study, a dose setting
validation, get the subdose verification level, perform sterility testing on the product, modify
manufacturing routers to indicate that the company is using x-ray instead of gamma, make {
FDA submissions on Class 3 medical devices, and perform material shelf-life studies and
packaging shelf-life studies. (Hr'g Tr. 130 (Silor).) He acknowledged that evaluating an
alternative sterilization modality is a long-term project. (Id. at 131.)
E. The September 2014 Minutes

Much examination and cross-examination at the hearing was devoted to the accurac
the September 2014 SEB meeting minutes. It is undisputed that Jonathan Turner, who was
responsible for taking the minutes, did not transcribe the part of those minutes pertaining to

x-ray presentation until March 2015, when Dr. Steeves was preparing to meet with the FTC
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the proposed merger, and he realized that the portion of the September 2014 meeting mingites

addressing the x-ray team’s presentation was missing.

The evidence shows that Turner kept his minutes in a 195-page notebook, which he
to transcribe the minutes. The FTC challenged the credibility of the minutes because they v
not taken verbatim from Turner’s notes. However, as Dr. Steeves pointed out during his
testimony, the entire SEB board was there, along with one of Synergy’s outside directors, a
there is no doubt that the presentation was given, the discussion took place, and the minute
are contained in the middle of Turner’s handwritten book “exist and are real.” (Hr'g Tr. 246
(Steeves).) In addition, the presentation of the September 2014 SEB meeting is part of the
record, and the testimony solicited at the hearing corroborated the minutes.
F. The November 2014 Earnings Call and Interim Report

The FTC contends that the following statements Synergy reported in November 2014
effectively show that Synergy had publicly committed to building two x-ray facilities in the U
“We are pleased to announce that we have signed an agreement with IBA for X-ray technol
to be deployed in the United States, supplemented by our in-house knowledge and expertis
“the first FDA approval of a Class Il medical device was achieved by one of our major glob:x
customer partners, paving the way for further conversions [of products from gamma steriliz3
to x-ray],” and “[o]ur X-ray services are now the fastest growing of our AST technologies,
driven by the higher levels of quality, favourable economics and faster processing speed.”
FTC’s Post-Hr'g Br. at 6-7. Doc #: 78.) However, the fact that they were reported after the
merger was announced shows that no one at Synergy viewed the proposed merger with Stg

an impediment to its U.S. x-ray strategy. (Hr'g Tr. 225 (Steeves) (noting, three weeks after
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announcement, that he was trying to support the x-ray team and drum up some enthusiasm
the team’s efforts “to get customers aligned with what we were trying to do in the United
States.” (Id.)

G. Timing

The FTC contends that it is the FTC’s investigation—and not the numerous businesg

reasons just articulated and supported by evidence—that caused Synergy to “kill” x-ray in the

United States. The Court disagrees.

The timing of the decision to pull the plug on the U.S. x-ray project may actually be th

for

e

best evidence that it was done for legitimate business reasons, as opposed to anti-competitive

ones. If the merger with Steris was going to prevent Synergy from entering the U.S. market

Synergy would have stopped working on the U.S. x-ray project as soon as the merger was

announced in mid-October 2014. Instead, following the September 2014 meetings, Synergy, led

by McLean and Tyranski, continued to go all out to try to win SEB support for the business plan,

and ultimately PLC approval,. The x-ray team continued to court customers, signing them u

pto

get their products tested at Daniken. The team continued their detailed discussions with IBA on

the appropriate machine. They made road trips to scout out sites, soliciting incentives from

the

various cities. The evidence demonstrates that this was not a sham to convince the FTC that

Synergy wanted to enter the market; it was legitimate effort by Synergy employees who real
wanted the project to succeed, but recognized the hurdles they needed to overcome to win
approval. The fact that McLean and Tyranski decided to terminate the project in February 2

four months after the merger was announced and in the midst of the FTC’s investigation,
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supports the conclusion that this was a decision reached by the project managers after seri
consideration of all the business factors involved.

More likely, the last thing Synergy would have done, if the Steris merger was driving
U.S. x-ray strategy, would have been to pull the plug immediately after meeting with the FT
staff in January 2015 and hearing their objections to the merger, as Synergy had to know th
doing so would only have solidified the FTC’s position that the merger was driving the decis
Synergy could have kept its x-ray efforts going in order to convince the FTC that the merge
with Steris was not going to prevent its entry into the U.S. market.

If Synergy had terminated the U.S. x-ray project when it entered talks with Steris, or
when the merger was announced in October 2014, the Court might view this scenario differ
However, the evidence shows that the negotiations between Steris and Synergy had no eff¢

whatsoever on the work of Synergy’s U.S. x-ray team. The team continued to seek take-or-
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contracts from customers and there is evidence that Synergy incentivized that effort financially.

The team continued to crunch the numbers in the business model, to negotiate concessions
states where they considered building the facilities, and to work diligently with IBA on the
machine that would meet Synergy’s needs.

In the end, the evidence unequivocally shows that the problems that plagued the

development of x-ray sterilization as a viable alternative to gamma sterilization in 2012, whe

n

Dr. Steeves purchased Daniken, were the same problems that justified termination of the project

in 2015: the failure to obtain customer commitments and the inability to lower capital costs.

(Continued on next page)
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Because the Court finds that the FTC has failed to show, by a preponderance of evid

V.

that it is likely to succeed on the merits in the upcoming administrative trial, its Motion for

Preliminary InjunctionDoc #: 5) is herebyDENIED.

IT ISSO ORDERED.

/s Dan A. Polster  September 24, 2015

Dan Aaron Polster
United States District Judge
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