COVER STORIES

© 2004 American Bar Association. All rights reserved. Reprinted from Antitrust magazine, Spring 2004, a publication of the ABA Section of Antitrust Law.

Refining the Innovation Focus:

The FTC'’s Genzyme Decision

BY DAVID A. BALTO AND SCOTT A. SHER

HE FEDERAL TRADE COMMISSION’S

decision to clear the Genzyme/Novazyme merger,

even though it did not result in an enforcement

action, is one of the agency’s more important

merger pronouncements of the last decade.’ In a
split decision that could have far-reaching consequences for
transactions involving consolidations in innovation markets,
the FTC announced that it would close its investigation of
Genzyme’s acquisition of Novazyme—two pharmaceutical
companies engaged in research and development of treatment
for Pompe disease. In so doing, the FTC took the unusual
step of approving a merger-to-monopoly.

The three statements by Chairman Muris, Commissioner
Thompson, and Commissioner Harbour, provide new
insight into the Commission’s approach to analyzing inno-
vation competition. The Commissioners have articulated
significant limiting principles to innovation market analysis
and provided greater clarity on the limited circumstances in
which competitive concerns are raised in these markets.

An Overview of the Decision
In Genzyme, Novazyme and Genzyme were the only two
companies engaged in preclinical research related to Pompe
discase. The Commission’s investigation focused on the trans-
action’s potential impact on the pace and scope of research
into the development of a treatment for Pompe disease.
Because Pompe disease is rare, new therapies for Pompe
are covered by the Orphan Drug Act (ODA). Pursuant to
the ODA, the first Pompe therapy to win FDA approval
receives market exclusivity above and beyond patent pro-
tection for seven years. Subsequent therapies can break that
exclusivity and be brought to market only by clinically estab-
lishing superiority over the first therapy. Thus, Congress
provided for special protection for such treatments of such
ODA-covered diseases, granting monopoly status for seven
years for companies that develop treatment for ODA-
covered conditions, in order to foster the advancement of
important drugs that otherwise might not be developed
because of their limited applicability.?
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In September 2001, Genzyme acquired Novazyme for
$120 million. The two firms were the last two companies
engaged in Pompe research; Genzyme previously had
acquired two other Pompe research programs developed by
Pfarming and Synpac. The Commission opened its investi-
gation into the Genzyme/Novazyme merger following the
close of the transaction.?

In its 3-1-1 decision, the FTC held that the merger
between Genzyme and Novazyme should not be challenged
even though they were the only two businesses working to
find a trearment for Pompe’s disease. As part of the majori-
ty, Chairman Muris issued a separate statement (not signed
by any other Commissioner, meaning that it is persuasive,
not binding FTC policy) expressly concluding that the
Merger Guidelines “rebuttable presumption” that significant
market concentration is anticompetitive should not apply
to innovation merger analysis. Chairman Muris expressed
skepticism toward merger enforcement in innovation mar-
kets: “There is no reason to believe, a priori, that a particu-
lar merger is more likely to harm innovation than to help it—
which is, of course, simply another way of saying that there
is no empirical basis for a [rebuttable] presumption.”* Muris
reasoned that attaching the presumption would have the
effect of routinely blocking mergers likely to accelerate inno-
vation.”

Instead, Muris argued that “innovation market analysis
should not even be considered unless the number of com-
petitors is very small.”¢ In those cases, like Genzyme, in which
there are very few—or no—competitors remaining post-
transaction, Muris wrote that the Commission should use a
careful and intense factual investigation to determine whether
the case is one in which a potential monopolist faces reduced
incentives to innovate. Looking to the facts surrounding the
merger, Muris concluded that the combined Genzyme/
Novazyme entity continued to have strong incentives to bring
Pompe therapies to market as quickly as possible. As dis-
cussed below, there was a lively debate about whether these
facts even supported such a finding.

In contrast, Commissioner Thompson dissented, noting
that the merger would be presumptively anticompetitive
under the Merger Guidelines.” He argued that the merger
was anticompetitive because it eliminated Genzyme’s only
rival, provided incentives for Genzyme to delay the intro-
duction of Novazyme’s Pompe treatment, and failed to result
in merger-specific efficiencies.



Commissioner Harbour arrived at the Commission too
late to participate in the ultimate decision. She did, howev-
er, provide an extensive statement that highlighted several
guideposts to innovation market analysis, focusing on the
importance of the race to innovate.® She found the failure to
apply a presumption of anticompetitive effects troubling,
but observed that enforcement should always be disciplined
by pragmatic considerations.

Analysis of Mergers in Innovation Markets

Over the past decade, two questions have arisen with regard
to the appropriate scope of review of transactions in inno-
vation markets.? First, are there separate, cognizable markets
in research and development? Second, if so, to whar extent
are such markets properly the concern of the antitrust
enforcement agencies? Commentators have generally agreed
on one point—it is often difficult to measure the competi-
tive significance of concentration in innovation markets
because the contours of such markets are murky relative to
those in tangible product markets." From that starting
point, opinions diverge sharply. Some have concluded that
enforcement in such markets is not properly within the
scope of Section 7 of the Clayton Act." Others argue that
even if such markets are regulated by Section 7, enforcement
efforts should be rare because it is difficult both to determine
the contours of such markets and to measure the effects of
concentration on innovation efforts.

The DOJ and the FTC have endorsed the concept that
innovation markets do exist and are within the agencies’
purview under Section 7. However, the agencies have inti-
mated that a more conservative approach to analyzing trans-
actions in innovation markets is appropriate. In its 1996
Report, Anticipating the 21st Century: Consumer Protection
Policy in the New High-Tech, Global Marker Place, the FTC
concluded that “economic theory and empirical investi-
gations have not established a general causal relationship
between innovation and competition.”? Nevertheless, it
appeared that the FTC had employed the Merger Guidelines’
rubric in innovation market merger analysis, and the agency
has blocked or required divestiture of overlapping lines of
R&D in several transactions over the last decade.”

Genzyme represents a new direction in the FTC’s approach
to mergers in innovation markets. Chairman Muris signaled
his intent to rely less on presumptions in merger analysis and
more on empiricism to reach conclusions regarding the effects
on competition. While markets may take comfort that the
Muris-era FTC will carefully scrutinize mergers individually
and look to the facts of each to determine whether innova-
tion competition is harmed—rather than relying on long-
standing presumptions to guide its analysis—the Genzyme
decision and this “empirical” approach to merger review does
raise significant issues.

The Merger Left Genzyme with Monopoly Power in
the Pompe Research Market. If the Genzyme/Novazyme
merger had been analyzed using a traditional Merger Guide-

lines approach, the Commission likely would have blocked
it. The Genzyme/Novazyme combination had all of the hall-
marks of one that endowed market power on the combined
company, with no likelihood of timely and sufficient entry to
counter that monopoly power.

In general, it is difficult to determine the contours of
innovation markets and its market participants because inno-
vation markets are so amorphous. Participants do not sell
product on the open market, making it difficult to ascertain
who is engaging in competitive research and development.
Moreover, it is difficult to determine who could enter a par-
ticular marker and when. Innovation stems from unexpect-
ed sources—for example, nylon stockings were a product of
the defense industry—making it difficult to judge the effect
of combining two rescarch programs because the agencies
often must be uncertain of whether and how many other par-
ties are engaged in competitive research. More often than not,
parties themselves do not know who their innovation com-
petitors are. The race to market, therefore, is many times dri-
ven by anxious companies hoping to be the first to put a new
product on the market rather than by a response to a partic-
ular competitor.

However, pharmaceutical markets are different. Because
potential market participants must report their intentions
and progess in developing products to the Food and Drug
Administration (FDA), and qualify their product at various
stages of development with the FDA, it should be quite easy
to determine the contours of the market and its relative con-
centration. In Genzyme, the number of participants in the
market was two (Genzyme and Novazyme), and the merger
reduced the number of competitors to one. It also seems
quite clear that no other business had even begun preclinical
trials, meaning that potential entry was at best a distant pos-
sibility.

Moreover, the assets necessary to develop Pompe treatment
are specialized and ascertainable. As Richard Gilbert and
Steven Sunshine have reasoned, where the assets necessary to
engage in R&D are specialized, it is far easier to determine
whether others will enter (or even have the capability to
enter) the market.” As Commissioner Harbour noted in her
separate statement in Genzyme:

The creation of innovation monopolies in such an industry
eliminates the all important race-to-innovate aspect of inno-
vation competition, diminishes important diversity in
research approaches, and in light of high entry barriers,
increases both the likelihood and the likely duration of a
product market monopoly following successful innovation,
This concern, moreover, is especially acute where a firm has
acquired, over time, all of the research and development tracks
ofgts immediate rivals, and is unencumbered by the threar of
timely and sufficient entry.”®

Given that the merger combined the only two firms devel-
oping Pompe therapies, the dissent concluded that the merg-
er raised significant competitive concern. As highlighted by
Commissioners Thompson and Harbour, where the para-
meters of an innovation market can be drawn, and where the
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participants and likely entrants in that market are ascertain-
able, then it is possible to demonstrate the contours of such
a market as well as the concentration resulting from the
merger. The dissent concluded in this case that the combi-
nation resulted in a merger to monopoly, and the presump-
tion that a merger to monopoly was anticompetitive should
have applied.

In contrast, Chairman Muris concluded that going beyond
measures of concentration can be appropriate in the innova-
tion market context. As his separate statement noted, there
is litcle empirical research to suggest a clear relationship
between concentration and the level of innovation. For many
types of products, especially high-risk drugs with very small
markets, it may not be unexpected that there is a single firm
conducting innovation. Indeed, in these types of markets, a
monopoly may the optimal means of developing a successful
approach to curing a complex discase.

Analysis of the Facts

The Commission’s action in Gengyme is consistent with its
focus on the importance of empiricism in merger analysis.
Prior to becoming Chairman, Professor Muris wrote exten-
sively on the importance of empiricism in antitrust analysis
and the harm of relying on presumptions and economic the-
ory alone. As he suggested about the presumptions that
increased concentration harms competition, “[wlithout spe-
cific evidence relating to the precise characteristics of the
industry under review . . . the current state of empirical work
does not justify the conclusion . . . that challenged mergers
are likely to increase price.” ¢

During Muris’ administration, the Commission has avoid-
ed relying on simple presumptions; instead it has had a dis-
ciplined focus on the empirical basis for enforcement actions.
One of the most important developments initiated during
the Muris-era FTC has been an effort to bring sunshine to the
investigative process and provide insight into that empirical
basis for enforcement by sharing with the antitrust commu-
nity the evidence that led to a decision to block or clear a
merger. Over the last three years, the FTC has provided prac-
titioners and the public with insight into many of the most
significant investigations conducted by the FTC, including
detailed analyses in the Cruise Lines, Cytyc/Digene, and
Synopsys/Avant! mergers. That transparency, of course, also
provides us with the additional opportunity to question the
agency’s determinations.

In Genzyme, Chairman Muris relied upon unconvention-
al facts to reach his conclusion that there was no reason to
believe that the Genzyme/Novazyme merger was anticom-
petitive. Commissioners Thompson and Harbour believed
that additional facts cast some doubt on Chairman Muris’
ultimate conclusion.

Chairman Muris, in particular, relied upon two facts that
illuminated the incentive and ability to delay innovation.
First, as part of the acquisition agreement, Genzyme had
agreed to pay certain financial backers of Novazyme sub-
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stantial contingent progress payments if two products
employing Novazyme’s technologies were brought to market
within specified time limitations. In his separate statement,
Commissioner Muris reasoned that the presence of substan-
tial Novazyme shareholders in pivotal positions within the
combined entity made it likely that Genzyme would con-
tinue to pursue the Novazyme technologies. Second, Muris
pointed out that the combined company decided to allow the
CEO of Novazyme to run the Pompe program. The CEO,
John Crowley, had two children of his own with Pompe dis-
ease. Muris hypothesized that allowing Crowley to run the
program (with his personal interest in curing/preventing the
disease) was somehow evidence that the combined company
would continue to innovate: “It seems unlikely that Genzyme
would have given this role to Mr. Crowley if it had wanted
to delay the development and introduction of a promising
second Pompe therapy.” "

Chairman Muris suggested that it would have been irra-
tional to make these appointments: after all, if Genzyme
intended to mothball the Novazyme project, then why pro-
vide Novazyme shareholders with positions in the combined
company, presumably with an interest in the development of
the Novazyme program. Interestingly, Crowley left the com-
bined company less than one year later, according to
Commissioner Thompson, because he “could not exercise
such influence over Genzyme’s operation.”'®

The dissent pointed to other explanations for Genzyme’s
decision to hire Crowley and to provide financial incentives
to the Novazyme sharcholders through royalty payments.
For example, the appointment of an individual with a per-
sonal interest in the outcome of the R&D could be seen as
no more than window-dressing intended to reassure the
public as to the combined company’s intentions and not
really indicative of an intent to develop or mothball a prod-
uct. Crowley’s departure, and the reasons ascribed to that
departure, seem more significant to demonstrate Genzyme's
intentions with regard to the Novazyme project than his ini-
tial appointment as team leader. Moreover, as the dissent
suggests, one must wonder whether the financial structure of
the transaction was truly intended to serve as an incentive in
the development of the Novazyme product, or rather simply
be a post-hoc rationalization used to justify to the agency the
combination of the two parties.

Chairman Muris also placed significant weight on his
determination that there was no post-close evidence that
Genzyme had slowed the development of either the Genzyme
or Novazyme programs. Muris found that in the more than
two years separating the merger from the close of the inves-
tigation, there was no evidence that the merger reduced
R&D spending on ecither the Genzyme or the Novazyme
program or slowed progress along cither of the R&D pachs.

On the other hand, the dissent and separate statement of
Commissioner Harbour raised two salient concerns. First, as
Commissioner Harbour noted, prior to the acquisition,
Novazyme projected reaching clinical trials at the end of



2001. After the acquisition, Genzyme projected reaching a
product launch of 2011, a ten-year difference.”” The delay in
the introduction of Novazyme’s product by one decade,
according to Commissioner Harbour, cast doubt on Muris’
conclusion that the facts did not suggest that post-close
Genzyme sought to slow innovation. Second, as Commis-
sioner Thompson suggested, post-close behavioral evidence
rarely, if ever, should be relied upon in a merger investigation.
And certainly, the FTC staff has taken the position in other
consummated merger litigation that the fact that prices had
not increased following the close of the merger was not at all
relevant to whether a merger was anticompetitive. There may
be numerous non-merger related reasons why innovation
may be delayed. As Justice Harlan noted in Procter &
Gamble: “[D]ependence on post-merger evidence would
allow controls to be evaded by the dissimulation of market
power during the period of observation.”*® Especially in
innovation markets where post-close delays in research and
development would be difficult to detect and more difficult
to analyze, the value of post-close evidence of competitive
harm in such instances should be minimal.

Competitive Effects

Putting aside market characteristics, the Commissioners had
very different views on the possibility that the merger would
result in competitive harm. In spite of their disagreement, the
decision in Genzyme begins to apply some much-needed dis-
cipline to the competitive effects analysis in innovation mar-
kets. As Chairman Murlis’ statement noted, an analysis of the
specific facts of the case was necessary because “neither eco-
nomic theory nor empirical research supports an inference
regarding the merger’s likely effect on innovation (enhance
patient welfare) based simply on observing how the merger
changed the number of independent R&D programs.”?!

One gleans from Chairman Muris’ opinion that the par-
ties did not believe they were in a race to be the first orphan
drug to market. Genzyme knew that it would be the first drug
to market, and Novazyme would be the second-generation
complement to the native Genzyme therapy. On the other
hand, Commissioners Harbour and Thompson strongly sug-
gested that the parties were not aware of their respective
stages of development and there was indeed a race to market
between the two products. Those opposing viewpoints of the
state of competition surely played a significant role in the
Commissioners differing opinions.

Chairman Muris considered the mergers impact on the
incentives of the firm post-merger to develop either the
Genzyme or Novazyme technology. He concluded that
Genzyme had no incentive to slow-down the development of
Novazyme's admittedly superior (although more prelimi-
nary) Pompe research program regardless of the success of the
Genzyme program. If Genzyme’s native Pompe research pro-
gram failed to result in an FDA-approved product, the com-
pany “clearly [would] want to pursue the Novazyme pro-
gram,” thus benefiting patients because the merger would

have accelerated the Novazyme program.?? Alternatively, if
Genzyme’s native program succeeded, the company would
have the incentive to bring the superior Novazyme product
to market quickly in order to expand the number of patients
who would use a Pompe therapy, thus producing additional
revenue for the merged company. Both alternatives would
benefit consumers, and thus according to Muris, there was no
reason to block the merger.

According to Muris, determining incentives was not whol-
ly predictive since this was a consummated merger and there
was an actual record to examine. Muris noted that there was
no evidence that the merger either created a significant dis-
incentive to go forward with the Novazyme technology nor
that the merger actually reduced R&D spending on either the
Genzyme or Novazyme program or slowed progress on cither
of these R&D paths. As his Statement concluded “the observ-
able facts regarding Genzyme’s behavior, such as the terms of
its agreement with Novazyme and the structure of its Pompe
program, strongly suggest Genzyme viewed the possibility of
delay as so remote that it made no allowance for it in its
plans.”®

On the other hand, Commissioners Harbour and
Thompson noted that there were significant countervailing
incentives that at least suggested that Genzyme had reason to
delay the development of Novazyme’s product. For example,
Commissioner Thompson reasoned that “Genzyme would be
more likely able to gain and retain Pompe patients the greater
the time interval between its entry and Novazyme’s entry
into the actual goods market.” * More fundamentally, Com-
missioner Thompson noted that the merger extinguished
the race-to-market between Genzyme and Novazyme that
existed pre-merger, and this race to market would have
increased the pace of innovation. Finally, the merger also
arguably eliminated Genzyme’s need to make its native
Pompe therapy as good as possible; without Novazyme devel-
oping its superior product independently, Genzyme did not
need to worry that another company would introduce a
sufficiently superior product to break its ODA exclusivity.
Thus, as the dissent argued, the merger eliminated Genzyme’s
incentive to accelerate its native innovation as well as improve
the quality of the product the company eventually brought
to market.

Interestingly, none of the statements focused on a pricing
theory of competitive harm. Putting aside the race to mar-
ket, it appears that all of the Commissioners agreed that
Novazyme and Genzyme were the only two parties capable
of getting a product to market. Even assuming that Genzyme
had every incentive in the world to quickly get the best
product to market to reach as wide a group of customers as
possible, what would stop Genzyme from reaping monopoly
profits in the goods market? For some reason, the Commis-
sion decided not to address this competitive harm-—perhaps
because it was too far in the future to consider. However, this
seems like a logical concern that was not analyzed in the pub-
lic opinions.
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Efficiencies

Under the Merger Guidelines, merger-specific efficiencies
could rebut the presumption that a particular merger is anti-
competitive. For example, demonstrating that a merger
would eliminate redundant R&D, provide economies of
scale, or make the combined efforts of the two companies
more efficient may demonstrate that, on balance, a merger
would benefit consumers.”

Efficiencies can be an important factor in innovation mar-
ket mergers. Again, the fact that this was a consummated
merger made the efficiencies analysis more important than in
other cases—efficiencies were readily observable, and in the
consummated merger context, any relief would have to undo
efficiencies already presented to the market. Here, Muris
observed that the merger resulted in several concrete benefits:
(1) it made possible comparative experiments between the
Novazyme and Genzyme programs and provided Genzyme
with information that enabled the Novazyme researchers to
avoid drilling dry holes; (2) it accelerated the Novazyme pro-
gram; and (3) it resulted in synergies berween the two pro-
grams. The essential question then was whether these bene-
fits were merger specific, i.e., could they have been achieved
in a less anticompetitive fashion.

The fact that this was a consummated merger made

the efficiencies analysis more important than in

other cases . . .

Commissioner Thompson noted that the company did
not present any evidence that “these benefits could [not]
have been created without the merger” for example, through
a less restrictive JV, or in a merger with another partner.?
Why, according to Commissioner Thompson, for example,
could the same efficiencies not have been achieved if
Novazyme was acquired by another large pharmaceutical
company with the assets necessary to develop an alternative
Pompe therapy. Presumably, another company would have
had as greart an incentive as Genzyme to get the Novazyme
product to market, and in fact, probably would have had
more incentive to get the Novazyme product to market
quickly, demonstrating its superiority to the Genzyme prod-
uct, thus enabling it to break Genzyme’s ODA exclusivity.
Additionally, the dissent noted that the potential efficiencies
discussed by Muris were, at best, distant benefits to the mar-
ket and consumers. The dissent argued that when balanced
against the harm caused by eliminating the Genzyme/
Novazyme race to market, these speculative efficiencies could
not have justified the merger.

Chairman Muris dismissed Thompson’s observations as
speculative. One can always posit some hypothetical joint
venture or alternative purchaser—it is simple to suggest less
restrictive alrernarives. But, according to Muris, there is lit-
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tle empirical basis to generalize that a joint venture could
achieve the same benefits as a merger. Joint ventures often
raise significant problems (e.g., in day-to-day management)
and are less effective than mergers in bringing together assets
and aligning the incentives of the parties. Muris suggested
that the Commission should not engage in an endless search
for other possible, less restrictive alternatives, especially in a
situation involving a consummated merger. He noted that in
this situation where actual efficiencies were concrete and the
“results of a possible joint venture are uncertain . . . [there
was] no reason to weigh equally the merger’s actual benefits
with the potential benefits of a joint venture that never
occurred.”” Under a hypothetical joint venture, these bene-
fits may have been slower or unlikely to achieve.

Prosecutorial Discretion

The use of “prosecutorial discretion” is one of the great mys-
teries of antitrust enforcement. Why an otherwise meritori-
ous case is not brought is rarely illuminated by the agencies.
In this case, the Commissioners’ Statements provided impor-
tant guidance about why enforcement may not have been
appropriate.

Litigation in consummated mergers is costly and time-
consuming for both the government and the parties. Unlike
current goods markets, the costs of litigation may actually
delay and harm competition in innovation markets. Thar
seemed like a legitimate concern to the Commission. Chair-
man Muris’ Statement observed that “to an extent not typi-
cally seen in pharmaceutical cases, the Novazyme research
effort appeared heavily dependent on the efforts of Nova-
zyme’s founder and chairman,” and distracting him from
research by spending time in the courtroom rather than in
the laboratory would ultimately create “the harm thar litiga-
tion in this matter would be brought to avoid.”*

Remedy is also a critical problem in actions involving
consummated mergers. As Commissioner Harbour observed,
“[e]nthusiasm for justifiable enforcement must always be
disciplined, however, by pragmatic considerations regarding
the ability to achieve effective relief in a given case.””
Remedies in innovation markets further complicate the prob-
lem—how can one divide rescarch and development efforts
that have been merged? How can an abandoned R&D path
be resurrected? How can intellectual property rights be effec-
tively shared? At best, these lead to less than desirable solu-
tions. Thus, Chairman Muris observed that remedy would be
problematic because this was a consummated merger and a
non-exclusive license would appear to create “a powerful dis-
incentive to innovate” further in this technology. Ultimately,
Chairman Muris concluded, “neither litigation nor remedi-
al order would likely benefit Pompe patients.
To the contrary, litigation could adversely affect Genzyme’s
incentives to spend on R&D and could disrupt the Nova-
zyme research program,”*

Extended post-close investigations raise issues concern-
ing whether such efforts ultimately are beneficial to the mar-



ket or, instead, create instability for businesses. Especially in
high-tech industries, where assets of merging companies nec-
essarily must be commingled immediately upon close to real-
ize merger efficiencies and drive innovation in fast-paced
markets, post-close remedies are difficult to fashion because
it is difficult to unwind technology once it is combined to
develop new best-of-breed products, and it is even more dif-
ficult to provide a viable package of assets and IP to a third-
party to restore pre-merger competition. Moreover, the
specter of post-close investigation and enforcement is dan-
gerous in such industries. While post-acquisition review and
challenge may be necessary in some cases to correct market
problems created by mergers, the recent aggressive posture of
the FTC in the review of closed mergers may chill business-
es from competing aggressively. High-tech firms engaging in
competitive transactions may feel pressure to act conserva-
tively following the merger with a rival, fearing thar if they

are aggressive with customers or other third parties, the agen-
cies may at some point in the future challenge their deal as
anticompetitive. As a result, otherwise procompetitive actions
may be inhibited out of concern for spurring post-close
review, in the end, causing the very problems that such review
was intended to prevent.

Conclusion

The Genzyme decision illuminates what has yet to be clarified
in the analysis of innovation markets: the role of presump-
tions, analysis of anticompetitive effects, and the search for
other less restrictive alternatives. The separate statements of
Chairman Muris, Commissioner Thompson, and Commis-
sioner Harbour begin to provide important guidance as to
how to appropriately examine the effect of conselidation in
innovation markets and suggest important principles to con-
sider in future transactions. i
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