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Licensee’s Diligence Obligations

¢ Exclusive licensor seeks to ensure that licensee remains committed to project
* Specific Diligence obligations

— Objective, measurable requirements are ideal, but often difficult to agree upon,
particularly at early stages

— Can be focused on development-related requirements (e.g., obligation to begin clinical
trials) or commercial requirements (e.g., a minimum marketing spend or minimum
number of details)

* Commercially Reasonable Efforts

— Most common approach

— Typically defined — either licensee-focused (e.g., efforts consistent with those that
licensee uses in relation to other products) or industry-focused (efforts that a similarly-
situated industry participant would use). Latter is more typical

— Undefined commercially reasonable, reasonable best, or other efforts standards are
very difficult to interpret and apply in practice



Example: “"Commercially Reasonable Efforts” means efforts that are consistent with the

type and scope of efforts that a similarly-situated company within the pharmaceutical

industry would devote to a product of similar risk profile and profit potential, but in no

event less than the type and scope of efforts that the applicable Party would devote to

any of its other products of similar risk profile and profit potential. Without limiting the

foregoing, Commercially Reasonable Efforts require that such Party: (i) assign responsibility

for the relevant activities to specific employees who are responsible for progress and

monitor such progress on a regular basis; (ii) set and consistently seek to achieve specific

and meaningful objectives and timelines for carrying out such activities; and (iii)

consistently make and implement decisions and allocate resources consistent with the

efforts described above.

Example: 1.22 "Commercially Reasonable Efforts” means, from to time to time with

respect to the performance at such time of any Development, Commercialization or other

obligation of a Party under this Agreement that expressly requires efforts characterized as

such, the performance by such Party of such obligation by expending reasonable, diligent,



good faith efforts to accomplish such obligation as a similarly situated pharmaceutical

company would use to accomplish a similar obligation under similar circumstances through

the exercise of reasonable business judgment, where the assessment of being similarly

situated would be undertaken by reference to company size and financial position,

competitive factors in the relevant market relating to the proprietary position of the

relevant product in terms of market and profit potential, the safety and effectiveness profile

of the relevant product, strategic value, and applicable regulatory matters; provided, that,

with respect to the Development and Commercialization of the Compound or the Product,

such efforts shall be substantially equivalent to those efforts and resources that a

pharmaceutical company would generally devote to its own internally discovered

compounds or products of similar market and profit potential, safety and effectiveness

profile, strategic value, and regulatory matters at a similar stage in their development or

life cycle, with respect to which it does not owe license payments, milestone payments,

royalties or similar financial obligations to licensors or other Persons, and based on

conditions then prevailing, with the goal of maximizing the revenue potential of such

compounds or products. Commercially Reasonable Efforts shall be determined on a

country by country basis.



Example: Each party agreed to use best efforts to take all actions necessary or desirable

to consummate the transactions contemplated by this Agreement.

Example: Either Party shall have the right to terminate this Agreement, provided that the

Party intending to terminate the Agreement shall provide one hundred twenty (120) days

prior written notice to the other Party and a reasonable reason for termination of this

Agreement.
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