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1 Here, “efficacy” means “the ability of a drug to produce the desired therapeutic effect.”
Dorland’s Illustrated Medical Dictionary 602 (31st ed. 2007).

2 Here, “optimal dose” means “the quantity of an agent that will produce the desired effect
without other unfavorable effects.” Dorland’s Illustrated Medical Dictionary 571 (31st ed.
2007).

3 According to federal regulations, “Phase 2 includes the controlled clinical studies conducted to
evaluate the effectiveness of the drug for a particular indication or indications in patients with the
disease or condition under study and to determine the common short-term side effects and risks
associated with the drug.” 21 C.F.R. § 312.21(b).
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4 According to federal regulations, “Phase 3 studies are … performed after preliminary evidence
suggesting effectiveness of the drug has been obtained, and are intended to gather the additional
information about effectiveness and safety that is needed to evaluate the overall benefit-risk
relationship of the drug and to provide an adequate basis for physician labeling.” 21 C.F.R.
§ 312.21(c).
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5 Collagen is a protein found in humans and some animals. (10/2 Hr’g Tr. 149-50.) Innocoll
primarily uses bovine collagen. (10/2 Hr’g Tr. 150.)

6 For instance, the IND stated that for “[t]he Phase 3 clinical program … [t]he patient population
and specific study design will be determined based on the results of the Phase 2 studies.” (Pl.’s
Ex. 14 § 4.1.4.2.)
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7 Morton and Myers understood that EUSA/Europe would be represented on the Joint Steering
Committee. See infra § II.D.
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8 With regard to the Right of First Refusal, the Agreement provides that if Innocoll receives an
offer from a third party to commercialize the B-Implant that Innocoll desires to accept, it must
advise EUSA in writing; EUSA may then buy the B-Implant according to the terms contained in
that offer. Agr’m. § 2.4. The Agreement adds: “For purposes of clarity, if Innocoll shall decide
to so Commercialize any Product in the U.S. itself, it shall not be required hereunder to first offer
the right to do so to EUSA.” Id.

9 Given this assignment, this Court will refer to EUSA rather than to EUSA/Europe in describing
the Agreement’s provisions relating to the B-Implant.
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10 The Agreement also provides that the JSC “shall have a chairperson selected by Innocoll until
the exercise by EUSA of the Option or the closing of a Right of First Refusal with EUSA,
thereafter EUSA shall select such chairperson.” Agr’m. § 3.3.1.
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11 EUSA also requests a declaration

Dec. 19, 2009.)

12 The Agreement states that it shall be interpreted under Pennsylvania law. Agr’m. § 14.1.
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13 The question of when Phase III may begin is central because the Option will expire upon the
“first visit by the first patient” in Phase III. Agr’m. § 2.5.
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Section 4.2.2(a)

contains the phrase “in the event that EUSA fails to exercise its Option by the Successful

Completion of Phase II Trials,” whereas Section 2.5 states that EUSA may exercise the Option

“at any time on or before the … first visit by the first patient in a U.S. Phase III Trial.” Agr’m.

§§ 2.5, 4.2.2(a). These phrases can be reconciled only by interpreting the Agreement to provide

that Phase III may not begin until after Phase II has ended.

Extrinsic evidence also supports this interpretation.



14 Furthermore, the way the $5 million figure repeats suggests that, in making his final offer,
Myers took into account EUSA/Europe’s willingness to pay $5 million after Phase II. Thus, his
proposal that EUSA/Europe pay up to $5 million upon exercising the Option suggests a belief
that the Option cannot expire until after Phase II has been completed.

15 Innocoll notes that a federal regulation provides: “
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For the reasons stated above, I interpret the Agreement to provide that Phase III may not

begin until after Phase II’s successful completion.15
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16 Section 2.4 contemplates this, stating: “For purposes of clarity, if Innocoll shall decide to so
Commercialize any Product in the U.S. itself, it shall not be required hereunder to first offer the
right to do so to EUSA.” Agr’m. § 2.4.
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s/Anita B. Brody
__________________________

ANITA B. BRODY, J.


