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THE REGENTS OF THE UNIVERSITY OF CALIFORNIA 

SUPERIOR COURT OF THE STATE OF CALIFORNIA 

COUNTY OF SAN DIEGO 

THE REGENTS OF THE UNIVERSITY 
OF CALIFORNIA, a California 
Corporation, 

Plaintiff, 

V. 

PAUL S. AISEN, an individual;  
JEREMY PIZZOLA, an individual; 
DEBORAH TOBIAS, an individual; 
GUSTAVO JIMENEZ-MAGGIORA, an 
individual; PHUOC HONG, an individual; 
HONG MEI QIU, an individual; 
STEFANIA BRUSCHI, an individual; JIA-
SING SO, an individual; MAYYA 
NESSIRIO, an individual; UNIVERSITY 
OF SOUTHERN CALIFORNIA, a 
California Corporation; and DOES 1-25, 
Inclusive, 

Defendants. 

Case No. 

COMPLAINT FOR MONEY DAMAGES 
AND EQUITABLE RELIEF FOR:  

1. BREACH OF FIDUCIARY DUTY;
2. BREACH OF DUTY OF LOYALTY BY

EMPLOYEE;
3. INTERFERENCE WITH CONTRACT;
4. INTERFERENCE WITH

PROSPECTIVE ECONOMIC
ADVANTAGE;

5. CONVERSION;
6. COMMISSION OF COMPUTER

CRIMES;
7. CIVIL CONSPIRACY

DEMAND FOR JURY TRIAL 
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Plaintiff The Regents of the University of California alleges upon knowledge as to its own 

actions, and upon information and belief as to all other matters, against Defendants Paul S. Aisen, 

Jeremy Pizzola, Deborah Tobias, Gustavo Jimenez-Maggiora, Phuoc Hong, Hong Mei Qiu, 

Stefania Bruschi, Jia-Sing So, and Mayya Nessirio and the University of Southern California as 

follows: 

THE PARTIES 

1. The Regents of the University of California (“The Regents” or “Plaintiff”) is a 

California corporation doing business in the County of San Diego, State of California.  

2. Defendants Paul S. Aisen (“Aisen”), Jeremy Pizzola, Deborah Tobias, Gustavo 

Jimenez-Maggiora, Phuoc Hong, Hong Mei Qiu, Stefania Bruschi, Jia-Sing So, and Mayya 

Nessirio (sometimes collectively referred to as “Individual Defendants”) are and were at all 

relevant times individuals residing in the County of San Diego, State of California.   

3. Defendant University of Southern California (“USC”) is a California corporation 

doing business in the Counties of Los Angeles and San Diego, State of California. 

4. Plaintiff is informed and believes and thereon alleges that each of the Defendants 

fictitiously sued hereunder as Does 1 through 25 are in some manner responsible for the 

occurrences alleged hereunder and the damages which Plaintiff alleges hereunder, and that at all 

times, each of said Does were acting as the agent for each other or the Defendants within the 

scope and capacity of said agency.  Plaintiff is ignorant of the true names and capacities of such 

Defendants sued herein as Does 1 through 25 inclusive and therefore sues these Defendants by 

such fictitious names for the same acts and causes of action alleged against Defendants.  Plaintiff 

will seek leave of Court to amend this Complaint to allege the true names and capacities of said 

Defendants at such time as they may be ascertained. 

JURISDICTION AND VENUE 

5. The conduct alleged herein occurred within the County of San Diego, State of 

California, and jurisdiction and venue is proper within this County. 
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GENERAL ALLEGATIONS 

The Regents and the ADCS 

6. The Regents is a California corporation authorized and empowered to administer a 

public trust known as the University of California (“UC” or “the University”).  Under Article IX, 

section 9, of the California Constitution, the Regents is vested with full powers of organization 

and government over the University, including all powers necessary or convenient for the 

effective administration of the public trust and the advancement of the tripartite mission of the 

University: to provide excellence in teaching, research, and public service.   

7. The Regents maintains a campus in this county known as the University of 

California, San Diego (“UCSD”).  UCSD operates a School of Medicine as well as the UC San 

Diego Health System, which is the region’s only academic health system and provides patient 

care, conducts medical research, and serves as a training ground for health care professionals. 

8. Since 1991, UCSD has managed a research enterprise known as the Alzheimer’s 

Disease Cooperative Study (“ADCS”) under a cooperative agreement with the National Institute 

on Aging (“NIA”), which is an agency of the federal government and one of the National 

Institutes of Health (“NIH”).  The ADCS facilitates the testing of new drugs for the treatment of 

Alzheimer's disease, particularly drugs that might not otherwise be tested by private industry.  To 

this end, ADCS coordinates clinical trials and other research activities at approximately 70 

academic medical centers and research clinics in the United States and Canada.  The ADCS is in 

the nature of a joint venture, but instead of operating for profit, it operates for the advancement of 

the missions of the NIA and The Regents with respect to medical education, research, and public 

service. 

9. The work of the ADCS is funded primarily by the federal government and private 

companies pursuant to the terms of written contracts entered into by The Regents.  These 

contracts are sometimes colloquially referred to as “grants,” and typically carry titles such as 

“Collaborative Study Agreement” and “Clinical Trial Research Collaboration Agreement.” The 

value of the grant funding is in excess of $100 million.  This funding finances research activity as 
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well as administrative costs, including the salaries of the approximately 80 employees and 

administrators who run the ADCS at UCSD. 

UCSD Entrusted Defendant Aisen with the Directorship of the ADCS  

10. From the time that the ADCS was established in 1991 until February 2007, the 

Director of the ADCS was Leon Thal, M.D., a Distinguished Professor and Chair of 

Neurosciences at UCSD.  Dr. Thal had joined the UCSD faculty in 1985 and over the years 

became the acknowledged leader in the development of drug therapies for Alzheimer disease.  In 

February 2007, he was tragically killed in a plane crash.  

11. Following the death of Dr. Thal, UCSD conducted a search for a new Director of 

the ADCS and hired Defendant Paul Aisen, M.D. in November 2007.  Dr. Aisen became 

employed by The Regents as a Professor of Neurology and Medicine at UCSD and was appointed 

Director of the ADCS.  As such, Defendant Aisen was the agent of The Regents and its fiduciary 

in effectuating UCSD’s participation in the ADCS venture.  As an employee of The Regents, 

Defendant Aisen owed a duty of loyalty to the University during his tenure, including a duty to 

refrain from actions that are inimical to the interests of The Regents, and to avoid giving 

preference to his own interests, or those of a rival employer, at the expense of The Regents and 

UCSD.  The position of Director of the ADCS is one of prestige and influence in the field of life 

sciences, and UCSD placed trust and confidence in Defendant Aisen to discharge his obligations 

to The Regents with honesty and candor.  

Defendant Aisen and Defendant USC Conspire to Misappropriate UCSD’s Role in 
the ADCS 
 

12. Within the past week, The Regents has learned that, beginning at least as of April 

2015, Defendant Aisen and Defendant USC began to conspire with one another to displace UCSD 

in the ADCS, to interfere with The Regents’ contractual and economic relationships with ADCS 

funders, to interfere with the Regents’ relationships with UCSD employees engaged in work on 

behalf of the ADCS, and to usurp the beneficial opportunities available to The Regents through 

UCSD’s role in the ADCS.  The Regents do not presently have access to all of the facts showing 

the extent of the conspiracy and the wrongful acts done in furtherance of their common design, 
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and will require discovery to present such facts at trial.  However, the facts set forth below have 

been learned within the past week. 

13. In April 2015, Defendant Aisen reached out to USC Provost Michael Quick to 

resume discussions, begun at some earlier time, regarding the potential for Defendant Aisen to 

join the faculty at USC, which operates the Keck School of Medicine (“Keck”) near downtown 

Los Angeles.  Keck has an Alzheimer’s Disease Research Center, also located near downtown 

Los Angeles. 

14. For reasons known best to Defendants, the discussions between Defendants Aisen 

and USC soon centered on making arrangements for Dr. Aisen to remain in the vicinity of La 

Jolla, where USC has no facilities of any kind.  Defendants agreed to create a brand new 

“Institute” in San Diego by hiring away the necessary UCSD employees who serve the ADCS, 

and seeking to supplant UCSD as the contracting party in connection with research contracts and 

other agreements related to ADCS, including the lease for the office space that houses the 

UCSD/ADCS staff.  Defendants Aisen and USC thus planned to cripple UCSD’s ability to 

perform its cooperative agreement with the NIA to administer the ADCS. 

15. Defendant Aisen demanded, and Defendant USC agreed to provide, significant 

incentives for Dr. Aisen to betray the trust reposed in him by UCSD.  Among other things, USC 

in or about May 2015 offered Aisen a guaranteed salary of $500,000 per year through 2020, and 

both interest-free and low-interest financing on a new home, with forgiveness of at least half the 

debt over time.  The terms offered by USC were expressly set forth with the expectation that 

Aisen’s salary would be paid by “extramural research funding you [i.e., Aisen] obtain.”  Thus, 

thanks to Defendant USC, Defendant Aisen has a strong personal financial incentive to interfere 

with The Regents’ contractual relationships with UCSD’s research sponsors.   

16. Defendants further agreed that USC would provide a “start-up loan” of up to $8 

million to finance the creation of the new “Institute” in San Diego.  In making these financial 

arrangements, Defendant USC expressly stated its expectation that Aisen would arrange a 

“transition to USC” of existing research activities administered by UCSD, and that the new 

“Institute” would incur real estate remodeling expenses only “if a relocation from current [UCSD-
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leased] facilities is required.”  Thus, thanks again to Defendant USC, Defendant Aisen had a 

strong financial incentive to interfere with The Regents’ relationships with the UCSD faculty and 

employees who staffed the ADCS. 

17. The terms of Defendant USC’s May 2015 offer to Defendant Aisen called for

Aisen to join USC as of September 1, 2015.  In accordance with the incentives he anticipated to 

receive from USC, Dr. Aisen, while still employed by The Regents, and in violation of his duties 

of loyalty and fidelity, began to recruit other UCSD employees to join him in his scheme to 

interfere with the contractual relationships between UCSD and research sponsors, and to attempt 

to interfere with UCSD’s performance of its agreements both with the NIA and with private 

sponsors of the ADCS.   

18. In May 2015, after entering into the conspiracy with USC, Defendant Aisen, using

the authority of his position as director of the ADCS, summoned all ADCS employees to a 

meeting and told them that he would likely be moving to USC, that the ADCS grants would move 

with him, and falsely advised that none of the employees working on behalf of ADCS would have 

jobs at UCSD.  Aisen told the ADCS staff that USC would offer all of them jobs if they left 

UCSD.  This conduct by Defendant Aisen created fear and unrest and concern among UCSD's 

employees and disrupted their relationships with The Regents. 

19. Defendants Jeremy Pizzola, Deborah Tobias, Gustavo Jimenez-Maggiora, Phuoc

Hong, Hong Mei Qiu, Stefania Bruschi, Jia-Sing So, and Mayya Nessirio, were UCSD employees 

who agreed to join Defendant Aisen in a conspiracy to act as “double agents”—ostensibly 

employed by The Regents but in reality working to undermine UCSD, to advance their own 

personal interests, and to serve the interests of Defendant USC, in violation of their obligations 

under California Labor Code 2863, which states “An employee who has any business to transact 

on his own account, similar to that entrusted to him by his employer, shall always give the 

preference to the business of the employer.” 

20. For example, Defendants Aisen, Pizzola, and Tobias, while still employed by The

Regents, attempted to pressure and persuade Toyama Chemical Company (“Toyama”), a research 

sponsor and party to a Collaborative Study with the Regents, to terminate its contractual 
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arrangement with The Regents and form a new contract with USC.  On May 30, 2015, Defendant 

Pizzola wrote to Toyama: 

We believe that Paul [i.e., Defendant Paul Aisen] can affiliate with 
USC and form a new institution that would reside here in San 
Diego.  The new institute will hire on all of the staff members 
currently working for Paul.  We have discussed with USC and they 
have indicated that they can issue replacement contracts to all 
TCAD sites [i.e., research facilities under contract with The 
Regents] simultaneously with precisely the same terms and 
conditions.  . . . This would need to be very carefully timed with 
Toyama as we believe Toyama could chose to cancel its agreement 
with UCSD with 30 days notice. 

In short we believe that we can have essentially the same people 
filling the same roles in the TCAD study simply under a new 
institutional affiliation. 

21. Toyama’s representatives responded to Defendants Aisen, Pizzola, and Tobias on 

June 3, 2015, stating in part, “Have you already discussed these with UCSD and NIH?  It is 

important for Toyama to confer directly with UCSD to make sure that Toyama honors all of its 

obligations to UCSD and complies with all applicable laws.”  However, rather than advise UCSD 

of Toyama’s inquiry, Defendant Pizzola replied “we do not think it is time to discuss anything 

with UCSD,” and told Toyama “we don’t know what’s going to happen with UCSD.” 

22. On June 8, 2015, Toyama wrote directly to Defendant Aisen, stating in part: 

After carefully considering the actions that Jeremy [i.e., Defendant 
Pizzola] and you have recently requested of us, we find that the 
complexity of these requested actions raises a series of significant 
logistical, contractual, and regulatory compliance issues.  
Resolution of these issues, from both business and legal 
perspectives, requires us to consult with UCSD and its counsel.  We 
thus request that, in addition to the project meeting scheduled for 
next week in San Diego, that you kindly arrange for us and our 
counsel to meet separately with the appropriate representatives of 
UCSD and its counsel so that this consultation can occur.    
 

Notwithstanding this explicit request from Toyama, Defendant Aisen concealed the 

communication from UCSD and its counsel, and accelerated Defendants’ planned transition to 

USC.  

23. On or about June 18, 2015, while travelling and away from San Diego, Dr. Aisen 

sent an email announcing that he would be resigning from UCSD effective July 1, 2015, to take a 
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position at USC.  That same day, UCSD Campus Counsel Dan Park sent Aisen a letter 

congratulating Aisen on his job offer from USC, and reminding Aisen of his fiduciary duties as 

Director of the ADCS, and an employee’s duty of undivided loyalty to his employer during the 

term of employment.  Park’s letter further stated: 

In addition to avoiding any action that could disrupt UC San 
Diego’s contractual relationships, you should be sure not to remove 
from UC San Diego’s possession or control any equipment, records, 
electronic data, or software that were purchased or created for the 
ADCS at UC San Diego. All such items are the property of UC San 
Diego, the taking of which without UC San Diego’s express 
permission would be an illegal conversion. Burlesci v. Petersen 
(1998) 68 Cal.App.4th 1062. Conversion is a strict liability tort, 
“meaning questions of the defendant's good faith, lack of 
knowledge, and motive are ordinarily immaterial.” Id. Similarly, 
you should not attempt to delete or destroy any records or 
documents, whether electronic or physical. 

In summary, UC San Diego will be pleased to provide you with 
assistance as you make your transition to your new position. At the 
same time, UC San Diego hopes that you will provide similar 
assistance to ensure the continued smooth functioning of the ADCS 
at UC San Diego as we prepare to search for a new director. 
 

24. After receiving Park’s letter requesting Aisen’s compliance with legal obligations 

and cooperation in transition, Defendant Aisen chose a diametrically opposite course.  Without 

having returned from his travels, on Sunday, July 21, 2015, Aisen sent an email stating, “Because 

of the tone and implications of the letter I received on 6/18/15 from UCSD general counsel, as 

well as threatening statements made by UCSD leadership, it is untenable for me to remain at 

UCSD through my planned resignation date.  I resign immediately, effective today, 6/21/15.”   

25. Defendant Aisen refused to consent to an exit interview with any of his former 

colleagues at UCSD, and made no arrangements for the transition of his responsibilities as 

Director of the ADCS, despite multiple requests from UCSD. 

26. Defendant Aisen and other Individual Defendants arranged for the return of the 

laptop computers that had been issued to them and which were owned by The Regents.  Each 

laptop had been wiped of all data, notwithstanding The Regents’ ownership of the data.   

27. Worse, upon their departure, and through the present, Defendant Aisen and the 

Individual Defendants have exerted dominion and control over the ADCS data that has been 
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entrusted to UCSD as a participant in the ADCS, and have failed and refused to provide UCSD 

with account data, passwords, and access credentials to enable UCSD to maintain administrative 

control of ADCS data, as set forth below. 

Defendants Arrogate Control over ADCS Data After Resigning from The Regents 

28. One of the core functions that UCSD performs in connection with the ADCS is to

receive, monitor, and analyze clinical data from clinical trials and research studies that ADCS 

administers.  Such clinical data includes medical records of the individuals who have volunteered 

to participate in a clinical trials of new drugs, and other information of a sensitive, confidential, 

and proprietary nature.  Such data is typically transmitted to ADCS from the various sites at 

which clinical studies are conducted via an internet website with a unique URL and stored on 

computer servers.  UCSD sometimes contracts with commercial vendors such as Amazon to host 

ADCS data on their computer servers, colloquially referred to as “the Cloud.” 

29. Maintenance of data pertaining to clinical trials is subject to detailed regulations

promulgated by the federal Food and Drug Administration (FDA).  Maintenance of study data is 

also subject to contractual obligations set forth in the contracts between The Regents and the 

companies and government agencies that sponsor clinical trials.  Such contracts specify that all 

data created or captured by UCSD related to the ADCS program will be jointly owned by The 

Regents and the sponsors, and will be maintained by UCSD.   

30. For example, The Regents entered written agreements with Eli Lilly and Company

(“Lilly”), and the Toyama Chemical Company (“Toyama”) with respect to research studies that 

were ongoing at the time of Defendant Aisen’s resignation, and remain ongoing today.  A true and 

correct copy, without exhibits, of The Regents’ agreement with Lilly is attached hereto as Exhibit 

“A” (the “Lilly Agreement”).  A true and correct copy, without exhibits, of The Regents’ 

agreement with Toyama is attached hereto as Exhibit “B” (the “Toyama Agreement”).    

31. None of the Defendants are parties to the Lilly Agreement or the Toyama

Agreement. 

32. Pursuant to Section 18.1 of the Lilly contract, UCSD is required to create and

maintain all records required by the Agreement, and Section 16.1 provides that Study Data will be 
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captured by UCSD and maintained jointly by Lilly and UCSD.  See Exhibit A.  Pursuant to 

Section 16.2, the study data is jointly owned by Lilly and UCSD.  

33. Pursuant to Section 8(C)(i) of the Toyama Agreement, Clinical Study results shall

be jointly owned by Toyama (and its parent company) and The Regents.  See Exhibit B.  Pursuant 

to Section 8(C)(iii), all joint intellectual property created as a result of the clinical studies will 

belong jointly to Toyama (and its parent company) and The Regents.  Id.   

34. The ADCS was also partially funded by an award from Department of Health and

Human Services, through the National Institutes of Health (“NIH”).  The terms of this funding are 

set forth in the Notice of Award (“NOA”) issued by NIH on December 8, 2014.  A true and 

correct copy, without exhibits, of the NOA is attached hereto as Exhibit “C.”  (The financial 

information on this copy was redacted by the University’s Department of Contracts and Grants in 

connection with making the NOA publicly available.)  Pursuant to the NOA, UCSD is expressly 

identified as the grant recipient, and funding provided by the NIH is to be received by Defendant 

Aisen “on behalf of UCSD.”  See Exhibit C at Attachment B, p. 3.  Further, the NOA expressly 

provides that a principal investigator such as Defendant Aisen may not transfer the ADCS project 

to another host institution without first securing advance approval from the NIH and a written 

release by UCSD approving the transfer.  Id. at Attachment B, p. 13.  Representatives of NIH 

have confirmed, following Dr. Aisen’s resignation, that “UCSD is the grant holder and retains 

custody of the data.” 

35. In short, the contracts governing the ADCS make it abundantly clear that the data

generated by ADCS studies is to be maintained under the control of UCSD for the benefit of the 

study sponsors and The Regents, who are the owners of the data.  There is no plausible 

interpretation of the governing contracts that would accord Defendant Aisen or any of the 

Individual Defendants the right, privilege, or power to assume control of ADCS data after 

severing their employment from UCSD, but this is exactly what Defendants have done. 

36. While still employed by UCSD, Aisen and one or more of the Individual

Defendants, conspired to arrange for ADCS data to be hosted on an Amazon account in the name 

of a party other than UCSD, presumably one or more of the Individual Defendants, or persons 
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under their control.  The account bears Amazon Account No. (REDACTED).  According to 

UCSD accounting records, Amazon had invoiced UCSD, and The Regents has paid, 

approximately $96,000 for the maintenance of this account.   

37. After the resignations of Defendant Aisen and the other Individual Defendants, 

representatives of UCSD made repeated requests that the Defendants turn over to UCSD all 

account data, passwords, and access credentials for any and all repositories holding ADCS data, 

including Amazon Account No. (REDACTED).  The Individual Defendants failed to respond in 

any substantive or meaningful way, and have failed and refused to relinquish control of ADCS 

data.   

38. On Sunday, June 28, 2015, UCSD Dean and Associate Vice Chancellor Gary S. 

Firestein, M.D., sent an urgent message to his counterpart at USC, Associate Dean for Clinical 

Research Thomas Buchanan, stating, “Since Dr. Aisen is now an employee and agent of USC, we 

formally request your assistance in directing Dr. Aisen to turn over to UCSD all account data, 

passwords, and access credentials for any and all repositories holding ADCS data, of whatever 

kind or nature.”  Dr. Firestein’s message was referred to USC Provost Michael Quick for 

response.  Mr. Quick responded on Monday, June 29, 2015, “I will assume that this issue of 

access to data, etc., will get resolved today,” but took no steps to do so, and the Defendants 

continue to assert dominion and control over ADCS data. 

39. UCSD has attempted to gain access to the Account No. (REDACTED) through 

Amazon; however, Amazon advised that, because the account is not held in the name of UCSD, 

that Amazon regarded the account as “owned” by someone else, and Amazon’s internal policies 

prevented Amazon from identifying the “account holder,” permitting UCSD to reset the password 

to the account, or granting UCSD administrative control over the account.  Amazon suggested 

that UCSD either obtain the password from the “account holder,” or get a court order.  UCSD has 

continued to work with Amazon in an attempt to gain full access and control over the account.  

40. The Defendants’ exercise of dominion and control over ADCS data, including 

Amazon Account No. (REDACTED), causes harm to The Regents and to the ADCS in the 

following ways: 
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a. Security patches and other maintenance operations such as software
upgrades cannot be conducted.

b. System monitoring is not possible, increasing the risk of hacker attacks and
data breaches.

c. Management of user accounts including the creation of new accounts,
updating permissions for existing accounts and removal of deprecated
accounts is not possible leading to potential security vulnerabilities.

d. Randomization codes may not be accessible, safety monitoring can be
compromised.

e. Access to the backend database is not possible, thus restricting reports to
those that can be obtained through the existing web-based system.

f. The codebase cannot be inspected for potential security vulnerabilities
including potential backdoors into the system.

g. The type or amount of services procured from Amazon cannot be
controlled hence leading to potential abuse of account billing.

h. All data are at risk for irreversible manipulation, duplication and/or
deletion and the creation of local snapshots for data backup/history is not
possible.

41. As a result of the conduct alleged herein, The Regents have suffered damages, and

will continue to incur damages, in ways that will be subject to proof at trial. 

FIRST CAUSE OF ACTION 

(BREACH OF FIDUCIARY DUTY - AGAINST DEFENDANT AISEN) 

42. The Regents incorporates herein, by way of reference, all other paragraphs set forth

in this Complaint in support of this cause of action. 

43. By virtue of being entrusted to act as The Regents’ agent in serving as Director of

the ADCS, Defendant Aisen was a fiduciary to The Regents and owed fiduciary duties. 

44. Defendant Aisen breached his fiduciary duties by committing the acts complained

of herein. 

45. As a direct and proximate result of Defendant Aisen’s wrongful and tortious

conduct, Defendant Aisen has been unjustly enriched at the expense of The Regents, and The 

Regents has suffered, and will continue to suffer, substantial damages including, but not limited 

to, costs incurred recovering data owned or controlled by The Regents, the loss of property owned 
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by the Regents, and costs incurred with repairing and monitoring UCSD’s network.  Defendant’s 

actions were a substantial factor in causing The Regents’ harm. 

SECOND CAUSE OF ACTION 

(BREACH OF DUTY OF LOYALTY - AGAINST INDIVIDUAL DEFENDANTS 
AND DOES 1-20) 

46. The Regents incorporates herein, by way of reference, all other paragraphs set forth

in this Complaint in support of this cause of action. 

47. By virtue of being employed by The Regents, each of the Individual Defendants

owed a duty of loyalty to The Regents during the term of their employment. 

48. The Individual Defendants breached his fiduciary duties by committing the acts

complained of herein.  Defendants acted in violation of their common law duty of loyalty owed to 

The Regents and in violation of Labor Code §§ 2861 and 2863. Labor Code §2861 specifically 

states that “[a]n employee shall, on demand, render to his employer just accounts of all his 

transactions in the course of his service, as often as is reasonable, and shall, without demand, give 

prompt notice to his employer of everything which he receives for the account of the employer” 

Labor Code §2863 specifically states that “[a]n employee who has any business to transact on his 

own account, similar to that entrusted to him by his employer, shall always give the preference to 

the business of the employer.” While still employed by The Regents, the Individual Defendants 

violated Labor Code §2863 and also transferred their loyalty to Defendant USC.  

49. As a direct and proximate result of Defendants’ wrongful and tortious conduct, the

Individual Defendants have been unjustly enriched at the expense of The Regents, and The 

Regents has suffered, and will continue to suffer, substantial damages including, but not limited 

to, costs incurred recovering data owned or controlled by The Regents, the loss of property owned 

by the Regents, and costs incurred with repairing and monitoring UCSD’s network.  Defendants’ 

actions were a substantial factor in causing The Regents’ harm. 
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THIRD CAUSE OF ACTION 

 (INTERFERENCE WITH CONTRACTUAL RELATIONS - AGAINST 
AISEN, PIZZOLA, TOBIAS, USC, AND DOES 1-25) 

50. The Regents incorporates herein, by way of reference, all other paragraphs set forth

in this Complaint in support of this cause of action. 

51. Valid contracts existed between The Regents and certain third parties.

52. Defendants knew of the existence of said contracts.

53. Defendants intended to disrupt the performance of the contracts between The

Regents and certain third parties. 

54. Defendants’ conduct made it more expensive and difficult for The Regents to

perform under its contracts with third parties, and, unless corrective action is taken by the court, 

The Regents will likely be unable to perform at all under its contracts.   

55. By way of specific example, but not limitation, by exercising dominion and control

over Cloud-based storage accounts and preventing The Regents from exercising administrative 

control over the data contained therein, Defendants have made it more difficult, if not impossible, 

for The Regents to comply with Sections 16.1 of the Lilly Clinical Trial Agreement, which 

requires UCSD to capture and maintain Study Data jointly with Lilly.  Further, Defendants’ 

actions have made it difficult, if not impossible for The Regents to comply with Section 17.3 of 

the Clinical Trial Agreement, which forbids either party from disclosing the confidential 

information of the other.   

56. Defendants engaged in independently wrongful acts of conduct which violated

common and statutory law and which interfered with performance of the contracts and made The 

Regents performance more expensive and burdensome.  The full extent of Defendants’ wrongful 

conduct will be shown at trial after the opportunity for discovery, 
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FOURTH CAUSE OF ACTION 

(INTENTIONAL INTERFERENCE WITH PROSPECTIVE ECONOMIC   
ADVANTAGE – AGAINST ALL DEFENDANTS) 

 

57. The Regents incorporates herein, by way of reference, all other paragraphs set forth 

in this Complaint in support of this cause of action. 

58. Economic relationships existed between The Regents and the sponsors of the 

ADCS, including Lilly, Toyama, and the NIA, containing a past and probable future economic 

benefit or advantage to The Regents.  

59. Defendants knew of these relationships.  

60. Defendants intended to interfere with these relationships in order to foster their 

own relationship with the ADCS sponsors, and the relationship between the Individual 

Defendants and Defendant USC.  

61. As described more fully above, Defendants engaged in tortious and wrongful 

conduct, including the conversion of UCSD property, damage to UCSD’s network and systems. 

62. As a result of Defendants’ tortious conduct, The Regent’s relationship with the 

ADCS program sponsors was disrupted and UCSD has been harmed in ways that will be shown at 

trial.  Defendants’ conduct was a substantial factor in causing The Regent’s harm. 

FIFTH CAUSE OF ACTION 
 

(COMMISSION OF COMPUTER CRIMES PURSUANT TO CALIFORN IA PENAL 
CODE SECTION 502(C) AGAINST ALL DEFENDANTS) 

 

63. The Regents incorporates herein, by way of reference, all other paragraphs set forth 

in this Complaint in support of the above-referenced cause of action. 

64. The acts described above, including the knowing and unauthorized actions and 

attempts to access and download from The Regents’ databases and other information stored on 

The Regents’ computers and computer systems by Defendants, constitute a violation of one or 

more of the following provisions of the California Penal Code, Section 502, which imposes 

liability on one who: 

• Knowingly accesses and without permission alters, damages, deletes, destroys, or 
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otherwise uses any data, computer, computer system, or computer network in order 

to either (A) devise or execute any scheme or artifice to defraud, deceive, or extort, 

or (B) wrongfully control or obtain money, property, or data; 

• Knowingly accesses and without permission takes, copies, or makes use of any 

data from a computer, computer system, or computer network, or takes or copies 

any supporting documentation, whether existing or residing internal or external to 

a computer, computer system, or computer network; 

• Knowingly and without permission uses or causes to be used computer services; 

• Knowingly accesses and without permission adds, alters, damages, deletes, or 

destroys any data, computer software, or computer programs which reside or exist 

internal or external to a computer, computer system, or computer network; 

• Knowingly and without permission provides or assists in providing a means of 

accessing a computer, computer system, or computer network in violation of this 

section; 

• Knowingly and without permission accesses or causes to be accessed any 

computer, computer system, or computer network; or 

• Knowingly introduces any computer contaminant into any computer, computer 

system, or computer network. 

65. As a direct and proximate result of Defendants’ wrongful conduct, Defendants 

have been unjustly enriched, and The Regents has been harmed and The Regents has sustained 

damages in an amount to be proven at trial.   

66. The Regents also has suffered irreparable harm as a result of Defendants' activities 

and will continue to suffer irreparable injury that cannot be adequately remedied at law unless 

Defendants, and their officers, agents and employees, and all other persons acting in concert with 

them, are enjoined from engaging in any further such acts. 
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SIXTH CAUSE OF ACTION 

(CONVERSION- ALL DEFENDANTS) 

67. The Regents incorporates herein, by way of reference, all other paragraphs set forth 

in this Complaint in support of the above-referenced cause of action. 

68. The Regents owned all data related to the ADCS project, as well as the data and 

contents of Amazon Account No. (REDACTED), and the data contained on the UCSD laptop 

computers issued to the Individual Defendants (“the ADCS Data”).   

69. The Defendants, and each of them, have wrongfully exercised dominion and 

control over the ADCS Data, and have intentionally and substantially interfered with The 

Regents’ ownership of the ADCS Data, as more fully in paragraphs 28-40 of this Complaint. 

70. As a direct and proximate result of the wrongful and tortious conduct of 

Defendants as alleged herein, Defendants have been unjustly enriched and The Regents has 

suffered, and will continue to suffer, substantial damages including, but not limited to, costs 

incurred recovering data owned or controlled by The Regents, the loss of property owned by the 

Regents, and costs incurred with repairing and monitoring UCSD’s network, and in other ways 

that will be shown at trial.  Defendants’ actions were a substantial factor in causing The Regents’ 

harm.  

SEVENTH CAUSE OF ACTION – ADDENDUM TO ALL CAUSES OF ACTION 

(CIVIL CONSPIRACY – ALL DEFENDANTS) 

71. The Regents incorporates herein, by way of reference, all other paragraphs set forth 

in this Complaint in support of the above-referenced cause of action. 

72. Defendants, and each of them, were aware the Defendant Aisen and Defendant 

USC planned to interfere with The Regents’ contractual and economic relations with the NIA, 

with ADCS sponsors, and with UCSD employees, and that they planned for Dr. Aisen to act as a 

double-agent by advancing his personal interests and those of USC while he was still employed 

by The Regents.   

73. Defendants, and each of them, with full knowledge and intent and without

justification, agreed to act in concert with Defendants Aisen and USC to commit the tortious acts 
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against The Regents described in this Complaint in order to further their personal financial gain 

and to aid in the formation of their new venture, and to harm The Regents and UCSD.   

74. As a result of the wrongful and tortious conduct of Defendants as alleged herein, 

Defendants have been unjustly enriched and The Regents has suffered, and will continue to suffer, 

damages in ways and amounts that will be shown at trial.  

WHEREFORE, The Regents prays for Judgment against Defendants and each of them as 

follows: 

1. For compensatory damages, according to proof; 

2. For preliminary and permanent injunctive relief; 

3. For restitution and/or disgorgement of profits; 

4. For attorneys’ fees; 

5. For costs of suit incurred herein;  

6. For a trial by jury; and 

7. For such other and further relief as the Court may deem proper. 
 
DATED:  July 2, 2015 CROWELL & MORING LLP 

 By:  
 J. Daniel Sharp 

Mark A. Romeo 
Derek S. Hecht 
 
Attorneys for Defendant  
The Regents of the University of California  
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 Clinical Trial Research Collaboration Agreement 

This Clinical Trial Research Collaboration Agreement (“Agreement”) is entered into between Eli Lilly 
and Company, an Indiana corporation (“Lilly”), and The Regents of the University of California, on 
behalf of the University of California-San Diego Campus, on behalf of the Alzheimer’s Disease 
Cooperative Study) (“UCSD”).   

Introduction and Scope 

WHEREAS, Lilly is committed to research and development in various therapeutic areas, including 
Alzheimer’s disease (“AD”);  

WHEREAS, UCSD possesses the commitment and expertise to plan, engage in, and oversee the conduct 
of research studies related to AD;   

WHEREAS, UCSD and Lilly desire to work cooperatively in order to advance research in the AD field 
by combining each party’s expertise and commitment to making strides in this challenging disease state; 

WHEREAS, UCSD and Lilly intend to work as partners throughout the clinical research contemplated 
under this Agreement, including study design, study conduct, and data analysis; 

WHEREAS, the clinical research contemplated under this Agreement is intended to involve Lilly’s 
investigational drug product solanezumab and Florbetapir F18 Injection, and Lilly will serve as the 
regulatory sponsor of the study under applicable laws and regulations;  

WHEREAS, the clinical research contemplated under this Agreement will be funded by a number of 
public and private sources, including the National Institutes of Health (“NIH”), Lilly, and several 
philanthropic organizations; and 

WHEREAS, the clinical research contemplated under this Agreement is of mutual interest and benefit to 
Lilly and UCSD and will further the research and development objectives of both parties. 

NOW THEREFORE, in consideration of the mutual covenants contained in this Agreement, and other 
good and valuable consideration, the receipt and sufficiency of which are hereby acknowledged, the 
parties, intending to be legally bound, agree as follows: 

Section 1 Defined Terms 

1.1 Capitalized terms are defined in the attached Exhibit A. 

1.2 For the purposes of this Agreement, Lilly includes Avid Radiopharmaceuticals, Inc, a 
wholly owned subsidiary of Eli Lilly and Company.  

Section 2 Background 

2.1 Lilly is a research-based company that develops, manufactures, markets, and sells 
pharmaceutical and animal health products. 

2.2 The Alzheimer’s Disease Cooperative Study (“ADCS”) is a cooperative agreement 
between the National Institute on Aging and the University of California, San Diego.  
ADCS works to facilitate the discovery, development and testing of new drugs for the 
treatment of AD. 
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2.3 Lilly and UCSD wish to enter into this Agreement in order to facilitate a clinical research 
study involving the Study Drugs in the field of AD, especially in brain amyloid elevated, 
preclinical AD.  

2.4 Lilly will serve as the regulatory sponsor for the Study for purposes of interacting with 
regulatory authorities, and UCSD and Lilly will be jointly conducting the study.  The 
nature of the collaboration is further outlined in the joint leadership group memo, which is 
attached as Exhibit F.  

2.5 Study Leadership.  The A4 Partnership Leadership Team shall govern the study and shall 
endeavor to reach consensus on all decisions within its jurisdiction, as further described in 
Exhibit G.  

Section 3 Scope of Agreement 

3.1 Assignment of Obligations.  This Agreement serves to assign to Lilly and to UCSD certain 
responsibilities imposed by applicable regulations that are outlined in this Agreement and 
its exhibits in connection with the conduct of the Study.  UCSD and Lilly plan to work as 
partners throughout the Study, including study design, study conduct, and data analysis.   

3.2 Performance Period.  The effective period of this Agreement will be from the date of 
execution of this Agreement until completion of the obligations established in this 
Agreement and the Protocol, unless otherwise terminated in accordance with Section 11.  
The effective period may be extended by the mutual written consent of the parties hereto.  

3.3 Other Parties.  Additional parties may provide in-kind and/or philanthropic support for the 
Study only upon approval by Lilly, which may be withheld only in the event support would 
jeopardize or conflict with Lilly’s responsibilities as the regulatory sponsor or would result 
in a conflict of interest.  In addition, such support shall not be accepted from any 
individuals, groups, or entities that appear on any government list of restricted, sanctioned, 
denied, or debarred parties. 

UCSD's Rights and Obligations  

Section 4 UCSD’s General Obligations 

4.1 Protocol.  UCSD shall exercise reasonable efforts to conduct and manage the multi-center 
clinical study as set forth in the Protocol, which will be agreed to by Lilly and UCSD as 
soon as possible after this  Agreement is signed and which will be attached as Exhibit H 
(“the Protocol”).  In the event of inconsistency between this Agreement and the Protocol 
and Study Operations Manuals, the terms of this Agreement shall govern, except that the 
terms of the Protocol and Study Operations Manuals shall govern with respect to matters of 
science, medical practice, and subject safety.  In the event of inconsistency between  the 
Protocol and Study Operations Manuals, the Protocol shall govern.  

4.2 Changes to Protocol and Operations Manuals.  Unless there is an amendment needed for 
urgent safety reasons, changes in the Protocol and Study Operations Manuals may be made 
only through prior written agreement between Lilly and UCSD and, in the case of the 
Protocol, may be implemented only after approval is granted by the applicable Institutional 
Review Board (“IRB”).  All changes to the Protocol and Study Operations Manuals 
necessary for the safety of subjects shall be implemented immediately upon A4 Partnership 
Leadership Team instruction and the applicable IRB approval.   
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4.3 UCSD shall conduct the Study under the direction of Clinical Investigator, in accordance 
with the Protocol, the terms and conditions of this Agreement, and all Applicable Laws.  

4.4 The roles and responsibilities of UCSD in conducting and managing the Study are set forth 
in Exhibit B.  UCSD shall make available all personnel, facilities, and resources necessary 
to efficiently and expeditiously accomplish its responsibilities under this Agreement. 

4.5 Pharmacovigilance.  UCSD will fulfill pharmacovigilance responsibilities listed in Exhibit 
B and detailed in the Safety Plan (Exhibit [J]), which will be in place prior to Study 
enrollment.  Obligations include notification of Lilly within twenty-four (24) hours of 
receiving notification of any Serious Adverse Event (SAE) experienced by a subject 
participating in the Study and receiving the Study Drugs.  

4.6 Clinical Investigator.  The Clinical Investigator is Paul Aisen, M.D., who will serve as 
Investigator for the Study, as defined in 21 C.F.R. § 312.3.  The Clinical Investigator is 
responsible for the management and direction of the Study in accordance with the Protocol, 
and all Applicable Laws.   

4.7 If for any reason, Dr. Aisen is unwilling or unable to continue to serve as Clinical 
Investigator and a successor who is acceptable to both Lilly and UCSD is not available, this 
Agreement may be terminated as provided in Section 11.  Prior to the commencement of 
the Study, UCSD shall provide to Lilly true, complete and correct copies of Dr. Aisen’s 
investigator statement on FDA Form 1572 and curriculum vitae.   

4.8 If for any reason the intended Project Director, Dr. Reisa Sperling, is unwilling or unable to 
continue to serve as Project Director and a successor who is acceptable to both Lilly and 
UCSD is not available, this Agreement may be terminated as provided in Section 11.   

4.9 UCSD may contract with Participating Sites and sub-Investigators to conduct the Study.  
Any Participating Site and sub-investigator used shall be subject to all of the terms and 
conditions of this Agreement applicable to UCSD, and UCSD shall ensure that each 
Participating Site and sub-investigator is aware of such terms and conditions. UCSD shall 
ensure that each contract with a Participating Site and sub-Investigator includes a 
representation that the Participating Site or sub-Investigator is not subject to any 
obligations that would prevent it from complying with the applicable terms of this 
Agreement.  UCSD shall also ensure that each Participating Site signs the Investigator 
Letter UCSD shall ensure that any sub-award contracts with Participating Sites and sub-
investigators are consistent with the relevant terms of this Agreement.  

4.10 Institutional Review Board.  UCSD shall provide to Lilly documentation verifying review 
and approval by the applicable IRB of the information to be provided to potential subjects 
of the Study to secure their informed consent, including information about any 
compensation being provided to Subjects for participation in the Study, and the Protocol.  
UCSD shall ensure that any applicable IRB(s) continues to monitor the Study during the 
term of this Agreement in accordance with Applicable Laws and in any event at least once 
per year and shall provide Lilly with documentation of any applicable IRB’s continuing 
review contemporaneously therewith.  UCSD shall promptly notify Lilly if any IRB takes, 
or proposes, threatens or gives notice of its intent to take, any action that could reasonably 
be expected to affect any duties or clinical activity under the Study, including the safety or 
welfare of any Subject. 

4.11 Informed Consent. UCSD shall obtain the informed consent of each Subject participating in 
the Study in accordance with 21 C.F.R. parts 50 and 56, including the completion of an 
informed consent form.  Such form shall be reviewed and approved in advance by UCSD, 
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Lilly, and the appropriate IRB, prior to any Subject’s screening or participation in the 
Study.  Each informed consent shall include (a) safety profiles for the Study Drugs, as 
provided by Lilly unless an IRB requires changes, and Lilly consents to such changes, (b) a 
description of the situations under which Subjects will be reimbursed for treatment of 
injuries related to their participation in the Study, and (c) data privacy terms that secure 
access and usage rights to Study Data and biological samples as described in Sections 16 
and 17.  

4.12 Financial Disclosure Information.  At Lilly’s request, UCSD shall cause Clinical 
Investigator to promptly provide to Lilly (a) financial disclosure statements in compliance 
with 21 C.F.R. Part 54, in the form required by Lilly and (b) such other financial 
information as Lilly may reasonably request for the sole purpose of fulfilling its regulatory 
responsibilities, including information documenting the amounts paid to each Investigator 
participating in the Study.  During the term of the Study and for a period of one (1) year 
thereafter, UCSD shall cause Clinical Investigator and any Sub-Investigators to promptly 
notify Lilly in writing of any substantive changes to such financial information. 

4.13 Project Personnel.  UCSD shall ensure that its personnel receive appropriate training, 
including any training required by Applicable Laws or consistent with established ADCS 
SOP, and the specifics surrounding the confidentiality obligations stated under Section 17.  
UCSD shall maintain accurate and current records of all training activities and retain such 
records in accordance with the terms of this Agreement. 

4.14 Changes in Services or Deliverables.  If A4 Partnership Leadership Team agrees to make 
changes to the Study that alters the scope of work required under this Agreement or 
otherwise makes modifications in the Services or Deliverables being provided by UCSD, 
UCSD and Lilly shall agree in writing on the resulting change and the related costs or 
savings, if any.   

4.15 Grants.  UCSD shall be prohibited from establishing a clinical grant with an Investigator on 
the behalf of Lilly that uses the outcome of the Study as a basis for compensation or 
requires payments to a spouse or dependent children.   

4.16 Conditions of NIH Funding.  UCSD shall have sole responsibility for ensuring that the 
conduct of the Study meets any requirements imposed by the NIH as a condition of 
receiving a grant for partially funding the Study.  

4.17 Anti-Bribery/Foreign Corrupt Practices Act.  In carrying out its responsibilities under this 
Agreement, UCSD agrees to comply with all applicable anti-bribery laws in the countries 
where UCSD has its principal place of business and where UCSD conducts activities under 
this Agreement.  Additionally, UCSD understands and agrees to comply with the U.S. 
Foreign Corrupt Practices Act, as revised, which generally prohibits the offer, promise, 
payment or giving of anything of value either directly or indirectly to any government 
official for the purpose of obtaining or retaining business or any improper advantage.  For 
purposes of this section, “government official” means any official, officer, representative, 
or employee of, including any doctor employed by, any non-U.S. government department, 
agency or instrumentality (including any government-owned or controlled commercial 
enterprise), or any official of a public international organization or political party or 
candidate for political office.  Additionally, if UCSD or any of its owners, directors, 
employees, agents, and consultants are government officials, UCSD agrees that Lilly’s 
payment of UCSD in connection with this Agreement is not intended to influence any 
decision that any individual may make in his or her capacity as a government official.  
UCSD further represent that neither UCSD nor any of its owners, directors, employees, 
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agents, or consultants will directly or indirectly offer to pay, promise to pay or give 
anything of value to any government official for purposes of (a) influencing any act or 
decision of such government official in his official capacity; (b) inducing such government 
official to do or omit to do any act in violation of the lawful duty of such official; (c) 
securing any improper advantage; or (d) inducing such government official to use his 
influence with the government or instrumentality thereof to affect or influence any act or 
decision of the government or such instrumentality with respect to any activities undertaken 
relating to this Agreement. Additionally, UCSD will make reasonable efforts to comply 
with requests for information, including answering questionnaires and narrowly tailored 
audit inquiries, to enable Lilly to ensure compliance with applicable anti-bribery laws and 
any applicable provisions of the Anti Bribery Commitments as revised by Lilly from time 
to time and published at http://supplierportal.lilly.com or otherwise made available to 
UCSD, to the extent consistent with UC policies.  UCSD agrees that Lilly’s payment to 
UCSD in connection with the Services or Deliverables to be provided under this Agreement 
is not intended to influence any decision UCSD may make regarding the prescription of 
Lilly medicines or to otherwise influence any pending or future Lilly business. 

Section 5 UCSD’s Certifications, Representations and Warranties 

5.1 UCSD certifies that: 

5.1.1 Neither UCSD nor any other Person who provides Services or Deliverables for 
Lilly or satisfies any other obligation of UCSD under this Agreement is prohibited 
from doing so by any legal obligation or restriction, including any Applicable Laws 
or contractual commitment. 

5.1.2 UCSD’s performance under this Agreement complies with all Applicable Laws and 
with any relevant description or specification in this Agreement. 

5.1.3 Services and Deliverables will be rendered with at least that degree of skill and 
competence reasonably expected of, and in accordance with any codes of conduct 
commonly recognized by, Persons who perform similar Services in the country in 
which the Services are performed. 

5.1.4 Obligations of Clinical Investigator.  Clinical Investigator is, and at all times during 
the course of the Study shall be, qualified, by training and experience, and with 
appropriate expertise to conduct the Study.  UCSD shall cause Clinical Investigator 
and Participating Sites and sub-investigators to perform the Study appropriately, 
professionally and efficiently, which includes:  (a) exercising independent medical 
judgment as to the compatibility of each Subject with the Protocol requirements; 
(b) ensuring that each Subject is provided with information about the Study, has 
been given an opportunity to ask questions about the Study and his involvement, 
and has received answers to all such questions; (c) ensuring that UCSD has 
obtained the informed consent of each of the Subjects participating in the Study; 
(d) reviewing all case report forms for accuracy and completeness; (e) submitting 
all Study Data in a timely manner; (f) notifying UCSD’s IRB immediately of any 
unanticipated or serious adverse reactions to the Study Drug; (g) maintaining 
adequate and correct records of Subject identification, clinical observations, 
laboratory tests and drug receipt and disposition; (h) cooperating with Lilly in all of 
its efforts to monitor the Study; and (i) notifying UCSD immediately of any SAEs. 

5.1.5 Licenses, Approvals and Certifications.  UCSD and Clinical Investigator have, and 
at all times during the course of the Study shall have, the appropriate licenses, 
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approvals and certifications necessary to safely, adequately and lawfully perform 
the Study. 

5.1.6 Absence of Conflicts.  No UCSD personnel or Clinical Investigator or any other 
person involved in performing the Study is, or at any time during the course of 
their involvement with the Study shall be, subject to any conflicting obligations or 
is party to any conflicting arrangements that might interfere with the performance 
of the Study or that might impair the acceptance of the resulting data by the FDA. 

5.1.7 UCSD and Clinical Investigator are entering into a collaborative arrangement with 
Lilly to conduct the Study based on the scientific merits of the project and not, in 
any way, as an inducement to, or in return for, past, present or future prescribing, 
purchasing, recommending, using, dispensing or granting preferential formulary 
status for any Lilly product. 

5.1.8 Privacy and HIPAA.  UCSD represents, warrants and covenants that it and Clinical 
Investigator are “Covered Entities” under the provisions of the Health Insurance 
Portability and Accountability Act of 1996 and any regulations and official 
guidance promulgated thereunder (“HIPAA”).  UCSD shall, and shall cause 
Clinical Investigator to, handle all Study Data (including Subjects’ medical 
records) in accordance with HIPAA requirements and all other Applicable Laws 
and shall ensure that they obtain from each Subject a valid authorization that 
complies with HIPAA, and is, in form and substance, acceptable to Lilly, 
permitting UCSD and Clinical Investigator to provide Lilly with the Study Data as 
contemplated hereby and to satisfy their other obligations under this Agreement 
with respect to the Study Data or with the applicable provisions of Lilly’s Vendor 
Privacy and Security Standard as revised by Lilly from time to time and published 
at http://supplierportal.com or otherwise made available to UCSD and to the extent 
consistent with UC policy. UCSD acknowledges and agrees that no component of 
Lilly or any of its affiliates that will be performing Lilly’s obligations under this 
Agreement (a) is a “Covered Entity” for purposes of HIPAA, (b) will become a 
“Business Associate” of a Covered Entity for purposes of HIPAA by performing its 
obligations under this Agreement, or (c) is otherwise governed by HIPAA. 

Section 6 Debarment and Exclusion from Certain Health Care Programs 

6.1 UCSD represents and warrants that it has not been: 

6.1.1 Debarred by the FDA under any provision of the Generic Drug Enforcement Act;  

6.1.2 Excluded by the Office of the Inspector General of the United States Department of 
Health and Human Services, or by any other authority, from participating in any 
health care program (such as Medicare or Medicaid) funded by any Governmental 
Authority; or  

6.1.3 Debarred or disqualified from participating in clinical research by any other 
Governmental Authority. 

6.2 UCSD agrees that no Person who has been debarred or excluded as described above will 
furnish any of the Services or Deliverables or perform any of UCSD’s obligations under 
this Agreement. 

6.2.1 UCSD will immediately notify Lilly in writing of any actions taken or proceeding 
pending that threatens or confirms a debarment or exclusion of any such Person. 
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Lilly’s Rights and Obligations  

Section 7 Lilly’s General Obligations 

7.1 Lilly shall be the Sponsor of the Study, as defined in 21 C.F.R. § 312.3.  For the purpose of 
the study UCSD and Lilly plan to work as partners throughout the A4 study, including 
study design, study conduct, and data analysis.   

7.2 The roles and responsibilities of Lilly are set forth in Exhibit B. 

7.3 Subject to UCSD’s material compliance with its obligations under this Agreement, Lilly 
will provide partial funding in support of the Study in accordance with Exhibit I. 

7.4 Lilly shall be responsible for obtaining all necessary regulatory approvals for the conduct of 
the Study.  Lilly will keep UCSD informed regarding the status of regulatory approvals.   

7.5 Lilly shall be responsible for complying with applicable requirements to register the Study 
and results on clinicaltrials.gov or any other database for which registration is required by 
Applicable Laws.  Any such results will be calculated using a mutually agreed upon 
statistical analysis plan. 

7.6 Lilly may contract with contract research organizations or other third parties to conduct the 
Study.  Any vendor or CRO used shall be subject to all of the terms and conditions of this 
Agreement applicable to Lilly, and Lilly shall ensure each is aware of such applicable terms 
and conditions. 

Section 8 Provision of Study Drugs  

8.1 Terms of Supply.  Lilly shall provide UCSD with the Study Drugs free of charge, in 
accordance with the Protocol, solely for UCSD’s performance of the Study.  Lilly retains 
all right, title and interest (collectively, “Rights”) in and to the Study Drugs.  UCSD shall 
not, without Lilly’s prior written permission, (i) use the Study Drugs for any purpose other 
than the performance of the Study, (ii) provide the Study Drugs to any third party (except a 
contract research organization or other third party receiving Study Drugs under the 
Protocol), or (iii) take the Study Drugs to any location other than an investigational study 
site.  UCSD shall not, and shall cause Clinical Investigator not to, modify or alter the Study 
Drugs in any manner.  Upon termination or completion of the Study, UCSD shall, at Lilly’s 
direction, either return to Lilly any quantities of unused Study Drugs, or dispose of the 
same, in any event in accordance with Lilly’s written instructions.  UCSD shall maintain 
complete and accurate records relating to the disposition of all Study Drugs supplied to 
UCSD. 

8.2 Disclaimer.  Without limiting Lilly’s obligations under section 22, LILLY DOES HEREBY 
DISCLAIM ANY AND ALL WARRANTIES, WHETHER WRITTEN OR ORAL, 
EXPRESS OR IMPLIED, WITH RESPECT TO THE STUDY DRUG, INCLUDING ANY 
WARRANTY OF QUALITY, PERFORMANCE, MERCHANTABILITY OR FITNESS 
FOR A PARTICULAR USE OR PURPOSE, OR THAT THE USE OF THE STUDY 
DRUG (FOR PURPOSES OTHER THAN THOSE CONTEMPLATED BY THIS 
AGREEMENT) WILL NOT INFRINGE THE RIGHTS, PATENT OR OTHERWISE, OF 
ANY THIRD PARTY. 

Section 9 Lilly's Representations and Warranties 

9.1 Lilly represents and warrants that:  
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9.1.1 Neither Lilly nor any other Person who performs any obligation of Lilly under this 
Agreement is prohibited from doing so by any: (a) Applicable Laws; (b) covenant 
not to compete; (c) contract to deal exclusively with another Person; or (d) other 
legal or professional obligation or restriction. 

9.1.2 The performance of Lilly’s responsibilities under this Agreement and Lilly’s use of 
the Services and Deliverables comply with all Applicable Laws. 

Payments 

Section 10 UCSD's Invoices 

10.1 Schedule.  Except to the extent provided by the Statement of Work (Exhibit B) or the 
Budget (Exhibit I), UCSD will submit invoices on the following schedule: 

10.1.1 For hourly fees, for unit-based fees, and for reimbursement of expenses:  once a 
month, as accrued or incurred. 

10.1.2 For fixed fees:  after Lilly has received and accepted all Services and Deliverables 
subject to the fixed fee. 

10.2 Form and Supplemental Information.  Each invoice submitted by UCSD must comply with 
Lilly's standard forms and procedures (as changed from time to time), to the extent 
consistent with UCSD’s standard invoice, and published on the internet at 
http://supplierportal.lilly.com and with any specific requirements in this Agreement. Lilly 
may at any time request additional invoice information as needed. As requested, each 
invoice will be accompanied by any information required by this Agreement or that Lilly 
may reasonably request, including detailed information for any amounts of Taxes UCSD is 
collecting from Lilly. 

10.3 Currency.  Invoices will be stated in United States Dollars. 

10.4 Payment Terms.  Payment will be due sixty (60) days after Lilly's Accounts Payable 
Department receives an invoice that complies with the requirements of this Agreement, 
except that Lilly may withhold payment of any amount that it may reasonably dispute in 
good faith until such dispute is resolved.   Payment by electronic transfer will be made on 
the payment date.  Payment by check will be mailed on the payment date. 

10.5 Currency.  Payment will be in United States Dollars. 

10.6 The funding agreed to by Lilly pursuant to this Agreement is based on 1,000 subject 
enrollment only. Any increase to the subject population due to sample size re-estimation 
will be made only by written agreement between Lilly and UCSD.  Additional funding by 
Lilly as a result of this re-estimation will occur only by written agreement between Lilly 
and UCSD. 

Right to Terminate 

Section 11 Termination of Agreement   

11.1 This Agreement may be terminated by either party upon thirty (30) days’ prior written 
notice if the other party materially breaches any of its obligations or provisions of this 
Agreement and has not cured the breach during such period. 
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11.2 UCSD may terminate this Agreement on ninety (90) days’ prior written notice if it is not 
financially, administratively, or scientifically feasible for UCSD to continue the Study.  

11.3 Lilly may terminate this Agreement on ninety (90) days’ prior written notice if for any 
reason Lilly deems its sponsorship of the Study no longer financially or scientifically 
feasible, including if UCSD fails to timely obtain NIH funding in the amount of $36 
million or if Lilly determines, as a result of a pre-Study enrollment audit, that UCSD does 
not possess the necessary facilities, personnel, or abilities to adequately perform its 
obligations under this Agreement.  

11.4 This Agreement may be terminated immediately: (a) for safety reasons as in good faith 
determined by either UCSD or Lilly, (b) if the FDA requests the Study be terminated, (c) if 
UCSD’s IRB orders the Study terminated, or (d) the Drug Safety Monitoring Board 
recommends this course of action in accordance with the charter.  

11.5 Upon termination for any reason, Lilly shall promptly provide payments for all work 
completed and non cancellable costs incurred by UCSD in accordance with Exhibit I.  
Upon termination for any reason, UCSD shall (a) promptly refund any amounts paid to 
UCSD that exceed Lilly’s obligation to pay for work actually performed, (b) provide a 
summary status report of the Study, including subjects enrolled, statement of work, and 
summary of data collected; and (c) deliver to Lilly all unused Study Drugs and any other 
information or property in the possession or control of UCSD that was supplied by Lilly or 
derived from the Study that Lilly may request under the terms of this Agreement.  

11.6 In the event that the Study is terminated under this Section, the A4 Partnership Leadership 
Team shall determine an appropriate course of action with regard to winding down the 
Study or whether the Study shall continue.  Except in the case of termination as a result of 
an uncured breach of this Agreement by UCSD, Lilly shall reimburse UCSD for its 
reasonable and verifiable direct costs incurred in connection with any such transfer or 
winding down of the Study. 

11.7 Termination of this Agreement by any party shall not affect the rights and obligations of the 
parties accrued prior to the effective date of the termination.  The rights and duties under 
sections 12 through 17, 19, and 22 survive termination or expiration of this Agreement.  

Information and Property Rights 

Section 12 Publications 

12.1 Lilly encourages the publication of Study Data in reputable scientific journals and at 
seminars or conferences.  UCSD has the sole and irrevocable right, consistent with 
academic standards, to publish the first manuscript containing results of the Study.  This 
sole right to publish the Study Data shall survive the agreement if Lilly should choose to 
sell or otherwise relinquish its rights and property to another entity.   UCSD shall be 
responsible for facilitating timely disclosure of the primary publications reporting results of 
the Study, and it is anticipated that  the results of the Study will be published in a joint 
multi-center primary publication including Lilly authors, as scientifically appropriate, and 
consistent with the publication plan.  UCSD will prepare a proposed disclosure plan for the 
primary multicenter publication, including proposed title or topic, journal or congress, and 
submission date for the primary multicenter publication disclosures and provide to Lilly 
before database lock. UCSD will coordinate the publication of the primary manuscript to 
simultaneously occur with the first disclosure of primary Study results at a scientific 
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meeting. Submission of the primary publication is to occur no later than 6 months, unless 
mutually agreed to be extended by the parties, following the Study database lock if 
simultaneously publication and presentation is not feasible. The primary publication shall 
include the results of the primary efficacy measures as prespecified in a mutually agreed 
upon statistical analysis plan and may contain other key secondary efficacy measures if the 
parties mutually agree to such secondary efficacy measures and whether to include them 
within the primary publication.   

12.2 Prior to submission for publication or presentation, UCSD shall provide Lilly with at least 
thirty (30) days for review and comment on the manuscript.  Lilly has the right to review all 
proposed UCSD publications, manuscripts, and presentations of the results of the Study and 
to require (1) the deletion of Lilly Confidential Information and/or (2) postponement of the 
publication, manuscript, or presentation for no more than 90 days in order to protect the 
Intellectual Property Rights of either party. The parties will work cooperatively to ensure 
the accuracy of statements in registries, publications, manuscripts, and presentations 
relating to the Study Drugs.    

12.3 If UCSD seeks to register the Study or publish the Study results on a web-based registry 
other than clinicaltrials.gov or any other database for which registration is required by 
Applicable Laws, UCSD shall provide Lilly with the proposed registration or publication 
information at least thirty (30) days in advance, and Lilly shall have the right to review 
such information and to require (1) the deletion of Lilly Confidential Information and/or (2) 
postponement of the release of such information for no more than 90 days in order to 
protect the Intellectual Property Rights of either party.   

12.4 Subject to the same review process in Section 12.2, Lilly and UCSD will each have the 
right to make follow-up publications, and the parties will exercise good faith efforts to 
coordinate such publications in order to avoid identical or overly similar publications. 
UCSD will provide to the A4 Partnership Leadership Team a record of all planned platform 
presentations, poster presentations, or publications. Similarly, Lilly will provide to the A4 
Partnership Leadership Team a list of all presentations or publications planned by Lilly 
employees at scientific meetings or in scientific journals. The A4 Partnership Leadership 
Team or their designees will review and discuss the publication plans of Lilly and UCSD 
on an as needed basis.  A Lilly publication coordinator will assist the A4 Partnership 
Leadership Team  and authors in complying with any applicable Lilly publication 
procedures and processes. 

Section 13 Lilly Property 

13.1 UCSD acknowledges that Lilly owns the entire rights, title and interest in Lilly Intellectual 
Property and certain processes, know-how, trade secrets, improvements, Records, 
Confidential Information, other assets, including but not limited to, the Study Drug 
compounds, database design and an interactive voice study drug randomization system to 
assign treatments, dispense drugs, monitor clinical supply inventories and obtain data 
during clinical studies (collectively “Lilly Property”).  UCSD, as well as its Affiliates, 
agents, and vendors, shall be bound to the terms of confidentiality as set forth in this 
Agreement with regard to such Lilly Property and shall not share such Lilly Property with 
other sponsors for whom they may later perform work or other third parties.  Nothing 
contained in this Agreement shall be construed as a license to UCSD to any proprietary 
rights of Lilly, including but not limited to, patent rights to make, sell, reverse engineer, or 
prepare derivative works based upon the Lilly Property, or any part thereof, outside the 
purposes contemplated by this Agreement.  
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Section 14 UCSD Property 

14.1 Lilly acknowledges that UCSD possesses certain processes, know-how, trade secrets, 
methods, approaches, analyses, improvements, Records, Confidential Information, and 
other assets, including but not limited to, clinical trial management analyses, analytical 
methods, procedures and techniques, computer technical expertise and proprietary 
software, and technical and conceptual expertise in the area of conducting clinical trials, all 
of which have been developed independently by UCSD without the benefit of any 
information provided by Lilly (collectively “UCSD Property”).  Lilly agrees that any 
UCSD Property or improvements thereto which are used, improved, modified or further 
developed by UCSD under or during the term of this Agreement are the sole and exclusive 
property of UCSD.  Except as provided below, nothing contained in this Agreement is to be 
construed as a license to Lilly under any proprietary rights of UCSD, including but not 
limited to patent rights to make, use, sell, reverse engineer, or prepare derivative works 
based upon UCSD Property, or any part thereof, outside the purposes contemplated by this 
Agreement.   

Section 15 Intellectual Property Rights 

15.1 Lilly shall maintain ownership of its existing intellectual property related to Study Drugs 
and its method of use, whether patentable or not.   

15.2 To the extent legally possible, Lilly shall be granted a worldwide, non-exclusive, royalty-
free license, to any patents and patent applications that necessarily use, incorporate, or are a 
result of the Study Drugs provided by Lilly pursuant to this Agreement, including any 
patents or patent applications filed by third parties as a result of access to Study Data 
pursuant to Section 15.5 of this Agreement.   

15.3 Lilly shall be free, in its sole discretion, to distribute the Study Drugs to others and to use 
them for its own purposes.   

15.4 UCSD shall use reasonable efforts to assist Lilly in complying with the requirements of 
The Bayh-Dole Act of 1980 (Public Law 96-517; 35 U.S.C. §§ 200-212).   

15.5 Subject to Sections 12, 13, 14, 16, 17, and 18 of this Agreement, and its obligations to 
maintain patient confidentiality, UCSD shall have the right to make available, in whole and 
in part, any final Study Data to third parties.  Such disclosure shall not occur before 
publication of the primary manuscript referenced in Section 13.  Consistent with NIH data 
sharing policies and precedents, UCSD may make the Study Data available only upon a 
written request containing a prohibition on using such data as part of a filing with a 
regulatory authority, whether for a marketing application or supplement or investigational 
drug application. Such written request must also contain an acknowledgement that Lilly 
will retain rights to the patents and patent applications as outlined in Section 15.2 of this 
Agreement. 

Section 16 Rights to Study Data 

16.1 Study Data will be captured by UCSD and maintained jointly by Lilly and UCSD.   

16.2 Study Data will be jointly owned by Lilly and UCSD.  Lilly has the right to obtain a copy 
of the Study Data, as well as copies of all regulatory-required Study documentation, 
including, but not limited to, any IRB approval notifications, investigator qualifications, 
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and Study subject records, as needed to support a regulatory application or submission in 
relation to Study drugs or for use as outlined under this Agreement and for other reasonable 
purposes. 

 

16.3 Biological samples taken during the course of the Study will be retained by UCSD or Lilly 
for future research purposes.  Biological samples related to treatment response shall not be 
provided to any third-party without the prior written authorization of Lilly which shall not 
be unreasonably withheld. UCSD shall ensure that the informed consent form for the Study 
informs Subjects that such samples will be retained by UCSD or Lilly and used for further 
research but only if the Subjects opt-in for the future use.  Lilly and UCSD shall have the 
right to access and perform research under this Agreement on the samples related to 
treatment response with prior written notice to the other party. Any publications arising out 
of the biological samples shall follow the publication process outlined in Section 12 of this 
Agreement. UCSD and Lilly agree to further work through the specifics surrounding the 
biological samples through amending the Statement of Work or entering into a Work Plan 
process as outlined in this Agreement. Any disputes related to the biological samples shall 
be vetted through the A4 Partnership Leadership Team as further described in Exhibit G.   

16.4 Notwithstanding any provision in this Agreement to the contrary, data and publication 
rights will be governed by the National Institutes of Health’s Grants Policy (dated October 
2011), including the requirement that NIH be given a royalty-free, nonexclusive, and 
irrevocable license for the U.S. Federal government to reproduce, publish, or otherwise use 
the Study Data and to authorize others to do so for Federal purposes.  Consistent with this 
policy, each publication, press release, or other public document about the Study shall 
contain an acknowledgment of NIH support and a disclaimer stating that the content does 
not represent the official views of the NIH. 

Section 17 Confidential Information 

17.1 Lilly shall only disclose confidential information necessary for Institution’s performance of 
the Study. “ Confidential Information” shall mean and include all data and other 
information which are disclosed by Lilly to UCSD for the purposes of conducting the Study 
which is marked as “Confidential” at the time of disclosure, or (i) in the case of oral 
disclosures, identified at the time of such oral disclosure as confidential and reduced to 
writing and marked as “Confidential” within thirty (30) days of oral disclosure; (ii) if not 
marked, regarded as confidential if a reasonable person in the relevant field would consider 
such information to be the Company’s confidential information given its content and the 
circumstances of the disclosure. The parties anticipate that each party has already or may 
acquire or have access to  Confidential Information owned by the other party, including but 
not limited to the following  types:  research and development plans and results; new 
compounds and processes; evaluation procedures (including clinical and field testing); 
product formulations; manufacturing methods; applications to government authorities; 
pricing or cost; construction plans; sales, marketing, and advertising studies and plans; 
customer lists; computer information and software; special techniques unique to each 
party's business; information subject to a right of privacy; and information each party 
maintains under a system of protection against unauthorized access. The parties will 
cooperate to ensure that Confidential Information does not inhibit or prevent publication 
including publication required by any Federal sponsor. 
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17.2 The Confidential Information provided to the receiving party will remain the property of 
the disclosing party.   

17.3 Lilly and UCSD will neither: 

17.3.1 disclose the other party’s Confidential Information except as authorized below or 
by the other party in writing; nor 

17.3.2 use the other party’s Confidential Information for any purpose other than the 
purpose of this Agreement. 

17.4 In executing the obligations in this Section 17, each party shall use a standard of care at 
least as stringent as each party uses to protect its own Confidential Information and in any 
event, using no less than a reasonable standard of care. 

17.5 Each party shall restrict the dissemination of the Confidential Information within its own 
organization to only those persons who have a need to know it, and shall ensure that all of 
its employees and representatives involved in carrying out this Agreement and the Study, 
including Clinical Investigator, (a) are aware that the Confidential Information is 
confidential and (b) are bound by obligations of confidentiality and non-use at least as 
protective of the Confidential Information as those set forth in this Agreement. 

17.6 Each party may disclose the other party’s Confidential Information only (a) to ADCS 
employees, (b) to those other persons who require access in order to perform obligations 
required under this Agreement and who have contractual obligations that prohibit any 
disclosure and use of the Confidential Information prohibited by this Agreement, or (c) to 
the extent compelled by Applicable Laws.  If permitted by Applicable Law, each party will 
provide the other with reasonable advance notice of the disclosure. 

17.7 The obligations of confidentiality in this Section 17 shall not apply to information that: (a) 
is published or otherwise generally available to the public at the time of disclosure other 
than by reason of breach of the provisions of this Agreement; (b) becomes publicly known 
subsequent to disclosure by either party other than by reason of breach of the provisions of 
this Agreement; (c) either party can demonstrate by competent evidence was in its 
possession at the time of disclosure and was not acquired directly or indirectly from the 
other party; or (d) either party can demonstrate by competent evidence was developed by 
the party without the use of, and independent from, any information received from the other 
party.   

17.8 Promptly upon termination, expiration, or cancellation of this Agreement, each party will 
delete or destroy all Records of the other party’s Confidential Information in each party’s 
possession or control (if such Records are not the property of the other party).  For the 
purpose of Electronic Records, “destroy” includes destroying the physical medium on 
which a Record is stored or completely and permanently removing a Record from its 
storage medium. 

17.9 Notwithstanding anything to the contrary in this Agreement, each party may make and 
retain one (1) Record of the other party’s Confidential Information solely for its legal 
archives. 

17.10 The prohibitions on disclosure and use of Confidential Information shall survive for seven 
(7) years after the end of the study, termination, or cancellation of this Agreement or after 
UCSD returns or destroys all Records of the relevant Confidential Information in its 
possession or control, whichever is later.  The foregoing notwithstanding, the restrictions 
on prohibition or use of Lilly’s Trade Secrets shall survive for as long as the information 
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satisfies the definition of Trade Secret, provided that Lilly informs UCSD in writing at the 
time of disclosure that the information constitutes a Trade Secret. 

Section 18 Records and Audits 

18.1 Records That Must Be Created and Maintained.  UCSD will create and maintain all 
Records: (a) required by this Agreement and Applicable Laws that relate to this Agreement 
and to UCSD’s performance under this Agreement; and (b) sufficient to enable Lilly to 
comply with Applicable Laws and other legal obligations, to the extent that UCSD has or 
reasonably should have knowledge of those Applicable Laws and other legal obligations. 

18.2 Periodic Reports.  UCSD shall, and shall cause Clinical Investigator to, provide Lilly, in 
writing, with data and results arising from the performance of the Study, at such intervals as 
Lilly shall reasonably request.  Lilly shall have free access to all Study Data, provided, 
however, that the confidentiality of Subjects’ identifiable health information shall be 
maintained to the extent required by Applicable Laws.   

18.3 Record Retention Periods. The Records required to be maintained under this Agreement 
shall be retained by UCSD for fifteen (15) years commencing upon conclusion or 
termination of the Services.  After the applicable Records retention period ends, at the 
request of UCSD and at Lilly’s direction, such Records shall be delivered to Lilly, be 
destroyed, or be retained by UCSD for a standard storage fee to be agreed upon by the 
parties. 

18.4 Access to Participating Sites and Records.  Lilly or its authorized representatives or 
designees shall have the right, with reasonable advance notice, at Lilly’s cost, and during 
business hours, to audit Participating Sites and Study Records at reasonable times and with 
reasonable advance notice for regulatory purposes, for ensuring that UCSD is in 
compliance with the terms of this Agreement. 

18.5 NIH Records and Reports.  UCSD shall have sole responsibility for maintaining any 
Records that are required as a condition of the grant received by UCSD to partially fund the 
Study.  UCSD shall also have sole responsibility for any communications with NIH, 
including reports on the Study.  Lilly shall have the right to review  reports related to the 
study before submission to NIH.  

Section 19 Nondisclosure, Publicity, and Use of Lilly Name or Trademarks 

19.1 Neither party shall use the name, insignia, symbol, trademark, trade name or logotype of 
the other party in any press release, advertising or materials distributed to prospective or 
existing customers, annual reports or any other public disclosure, except with the other 
party’s prior written authorization or as required by Applicable Laws.  To the extent 
allowed by Applicable Laws, each party will provide copies of any proposed disclosure for 
prior review and comment by the other party no less than ten (10) days prior to disclosure.   

19.2 Both Lilly and UCSD agrees to confer with the other before responding to inquiries by 
journalists or financial analysts related to the Study and agree upon a mutual external 
communication coordination process within a reasonable time after execution of this 
Agreement.  In responding to such inquiries, the parties will endeavor to distinguish 
between the roles and responsibilities of various entities.  In particular, when discussing 
interactions with regulatory authorities (such as IND filings, safety reports, etc.), it may be 
helpful to note that Lilly is the regulatory sponsor of the Study under Applicable Laws.  
When discussing the overall management and conduct of the Study, it may be helpful to 
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note that the A4 ADCS/Lilly Partnership will be jointly conducting the Study.  Finally, 
when discussing financial support for the Study, it may be helpful to note that NIH, Lilly, 
and multiple philanthropic organizations have provided funding for the Study. 

19.3 In no event will UCSD: 

19.3.1 represent, directly or indirectly, that any product or service provided by UCSD has 
been approved, recommended, certified or endorsed by Lilly; or 

19.3.2 use Lilly’s name, logo, or other trademarks on any business cards, letterhead, or 
similar materials. 

19.4 Lilly may, in its sole discretion, revoke any authorization or consent given under this 
Section 19. 

Risk Allocation 

Section 20 Remedies 

20.1 The naming of a specific remedy does not preclude any other remedy unless this 
Agreement clearly states that the specified remedy is the sole or exclusive remedy.  

20.2 UCSD acknowledges that monetary damages are inadequate to protect Lilly from a breach 
or threatened breach of UCSD's duty to protect Lilly's Confidential Information and that 
any such breach will cause irreparable harm to Lilly.  Accordingly, Lilly may seek an 
injunction restraining any breach or threatened breach without having to prove the 
inadequacy of monetary damages or irreparable harm. 

20.3 Lilly acknowledges that monetary damages are inadequate to protect UCSD from a breach 
or threatened breach of Lilly's duty to protect UCSD's Confidential Information and that 
any such breach will cause irreparable harm to UCSD.  Accordingly, UCSD may seek an 
injunction restraining any breach or threatened breach without having to prove the 
inadequacy of monetary damages or irreparable harm. 

Section 21 Insurance 

21.1 UCSD and Lilly will satisfy the requirements of the Insurance Exhibit. 

Section 22 Indemnification 

22.1 By Lilly.  Lilly agrees to indemnify, defend, and hold harmless UCSD and its officers and 
administrators, trustees, directors, employees and agents, including Clinical Investigator 
(collectively, the “UCSD Indemnitees”), from and against any and all claims, damages, 
liabilities, losses, costs and expenses (collectively, “Claims”) for any personal injury 
(including death) to Subjects directly arising from the administration or use of the Study 
Drugs or any clinical intervention or procedure provided for or required by the Protocol to 
which Subjects would not have been exposed but for their participation in the Study 
pursuant to the Protocol, except to the extent that such Claims arise from:  (a) the violation 
by any UCSD Indemnitee of the Protocol; (b) the breach by any UCSD Indemnitee of the 
terms of this Agreement, including UCSD’s failure to obtain from each of the Subjects 
participating in the Study the informed consent described; (c) the violation by any UCSD 
Indemnitee of any Applicable Laws; (d) the negligence, recklessness or willful misconduct 
of any UCSD Indemnitee; (e) any natural processes or complications of an underlying 
illness, or any other illness or injury the Subject may experience during the course of the 
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Study, unless such illness or injury is a Study-related injury (i.e., any illness or injury 
caused by activities described in the Protocol that are different from the medical 
management the Subject would have received if he had not participated in the Study); or (f) 
injuries resulting from the use of any drug (including biological material) or device 
supplied by any third party. 

22.2 By UCSD. UCSD shall defend, indemnify and hold harmless Lily, its directors, officers, 
agents and employees (“Lilly Indemnitees”) from and against any and all claims, liabilities, 
expenses (including reasonable attorneys’ fees) actions or demands that may be made or 
instituted against any of them by reason of injury (including death) to any person or 
damage to property, arising out of or in connection with the Study (“Claims”) but only in 
proportion to and to the extent such Claims are caused by or result from the negligent or 
intentional acts or omissions of, or the breach of this Agreement by, UCSD, its directors, 
officers, agents or employees, including Clinical Investigator.    

22.3 Procedures for Indemnification  

22.3.1 If an indemnitee becomes aware of a third-party Claim that (if successful) will 
result in indemnification under this Section, the indemnitee will promptly notify 
the indemnitor in writing (with a copy of the notice to the indemnitor’s legal 
counsel).  Failure or delay in giving such notice will not affect the right to be 
indemnified except to the extent that it prejudices the defense of the Claim.  If the 
indemnitor acknowledges that the Claim (if successful) will result in 
indemnification under this Section, it may assume the defense within fifteen (15) 
days after receiving the notice of the Claim.  In the meantime, the indemnitee may 
take any action that it deems appropriate to protect its interests or those of the 
indemnitor, provided it is not prejudicial to the indemnitor.  

22.3.2 If the indemnitor acknowledges its obligation to indemnify and assumes the 
defense, it will have both the duty to defend and the right to control the defense.  
The indemnitor will conduct the defense in a prudent manner and will keep the 
indemnitee reasonably informed as to the status of the defense.  The indemnitee 
will cooperate with the defense and may retain separate counsel at its own expense 
to participate in, but not control, the defense.  Neither party may settle a Claim 
without the consent of the other, and that consent may not be unreasonably 
withheld or delayed.  

22.3.3 If the indemnitor does not timely assume the defense, the indemnitee will have the 
right (but no duty) to defend or settle the Claim at the risk of the indemnitor.  The 
indemnitor will reimburse the indemnitee for its expenses (including reasonable 
attorney’s fees) of defending or settling the Claim  

22.4 Subject Injury Reimbursement.  In addition to any amounts listed in Exhibit I, Lilly will 
pay UCSD on a cost pass through basis without mark-up or overhead for any reasonable 
expenses incurred in reimbursing Investigators for costs incurred related to the diagnosis 
and/or treatment of an injury to a Subject directly arising from the proper administration or 
use of the Study Drugs or any clinical intervention or procedure provided for or required by 
the Protocol to which Subjects would not have been exposed but for their participation in 
the Study pursuant to the Protocol.   In order for Lilly to comply with reporting 
requirements under the Centers for Medicare and Medicaid Services (CMS) Section 111 of 
the Medicare, Medicaid and SCHIP  Extension Act of 2007 (MMSEA 111), UCSD shall 
submit, upon request, documentation required by Lilly regarding any request for payment 
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of subject injury costs.  Such documentation must be provided to Lilly prior to Lilly 
making any such payment. 

Section 23 Exclusion of Certain Damages 

23.1 Neither party (nor any of its Affiliates) is required to pay, or to indemnify any Person for, 
consequential, indirect, incidental, punitive, or special damages, including loss of revenues 
and lost profits, arising from or relating to: 

23.1.1 any breach of any provision of this Agreement, except any provision relating to 
Confidential Information or Intellectual Property Rights, or  

23.1.2 any negligence in its performance under this Agreement, except gross negligence 
or intentional misconduct. 

General Terms and Conditions 

Section 24 Work Plans 

24.1 During the course of the Study, the parties may develop written plans designed to further 
specify the responsibilities of the parties (“Work Plans”) which may be tied to the 
Statement of Work.  These Work Plans will be management tools designed to improve 
coordination.  The Work Plans will provide additional detail regarding Services to be 
performed by UCSD and Lilly as outlined in the Statement of Work.  The Work Plans are 
not associated with an increase to funding by Lilly and will not constitute a written 
amendment to this Agreement unless the intention to amend is expressly stated in writing 
and the Work Plan signed by a duly authorized representative of each party to this 
Agreement. 

Section 25 Taxes 

25.1 Payment of Taxes.  Each party will be responsible for its own taxes, including Property 
Taxes on property it owns or leases, Income Taxes on its business, and any other Taxes 
incurred by such party in connection with its business and with performing its obligations 
hereunder.  Lilly will be responsible for any Transaction Taxes properly collectible from 
Lilly under Applicable Laws.  UCSD will be responsible for payment of any Transaction 
Taxes that are, under Applicable Laws, properly borne by UCSD.  The calculation of Taxes 
shall not include, and Lilly shall not pay, any Taxes that are related to intra-corporate 
transfers or intermediate supplies of the Services between UCSD and its Affiliates or 
between UCSD’s Affiliates and related entities. 

25.2 Withholding Taxes.  If any payments made by the parties under this Agreement become 
subject to withholding taxes under Applicable Laws of any state, federal, provincial or 
foreign government, each party shall be authorized to withhold such Taxes as are required 
under Applicable Laws, pay such Taxes to the appropriate Governmental Authority, and 
remit the balance due to the other party net of such Taxes.  The party paying the taxes to 
the Governmental Authority shall secure and deliver to the other party an official receipt 
for Taxes paid. 

25.3 Reports Regarding Application of Funds.  In order that Lilly may comply with applicable 
federal tax laws and regulations, UCSD agrees that if requested by Lilly, UCSD will report 
to Lilly within sixty (60) days after the close of each calendar year the dollar amount of 
expenses which UCSD has incurred during the year but has not yet billed to Lilly on 
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activities covered by this Agreement. In order to assist UCSD in completing the statement, 
Lilly will endeavor to provide UCSD with a summary of payments made to it during such 
year for all Lilly studies or activities conducted by it during such year. 

25.4 Tax Documents and Information.  Each party shall provide and make available to the other 
party any exemption certificates, resale certificates, information regarding out of state or 
out of country sales or use of equipment, materials or Services, and any other information 
reasonably requested by the other party to support the provisions of this Section 25, 
including the appropriate organization of invoice formats and supporting documents. 

25.5 Tax Filings and Audits or Proceedings.  Each party represents, warrants, and covenants that 
it will file appropriate tax returns and pay applicable Taxes owed and arising from or 
related to the provision of the Services in applicable jurisdictions.    

Section 26 Independent Contractors 

26.1 In performing their obligations under this Agreement, Lilly and UCSD act solely as 
independent contractors.  This Agreement does not create a partnership, joint venture, or 
any similar relationship between Lilly and UCSD.  Neither UCSD nor Lilly has any 
authority (a) to bind, incur any liability on behalf of, or otherwise commit the other or; (b) 
to act in any other manner as agent or representative of the other. 

26.2 Neither UCSD nor any persons employed by UCSD to perform any obligations under this 
Agreement are employees of Lilly for any purpose.  Lilly will not withhold any taxes, pay 
any Social Security taxes, pay unemployment compensation, furnish worker's 
compensation insurance, or provide any employment benefits for UCSD such persons. 

Section 27 Delegation and Assignment 

27.1 Neither party may assign its rights or delegate its obligations under this Agreement, except 
that: 

27.1.1 Property rights acquired under this Agreement may be freely assigned unless this 
Agreement expressly prohibits the assignment. 

27.1.2 Accounts receivable may be assigned in accordance with Applicable Laws. 

27.1.3 UCSD may engage one or more Subcontractors to perform its obligations under 
this Agreement, but only with Lilly's prior written consent; however, UCSD will 
remain fully responsible to Lilly for the performance of all obligations delegated to 
the Subcontractor. 

27.1.4 Lilly may assign any or all of its rights or delegate any or all of its obligations 
under the Agreement to any of its wholly owned Affiliates.  Lilly may assign any 
or all of its rights or delegate any or all of its obligations under the Agreement to 
any of its other Affiliates, but only with UCSD’s prior written consent; however, 
Lilly will remain fully responsible to UCSD for the performance of all obligations 
delegated to the Affiliate. 

Section 28 Regulatory Agency Visits 

28.1 Visitation.  At Lilly’s request, a representative of UCSD shall accompany Lilly to meet 
with representatives of the FDA, U.S. Environmental Protection Agency (“EPA”), or 
similar domestic or foreign regulatory agencies (collectively “Regulatory Authority”) to 
explain or discuss any and all aspects of Services provided under this Agreement.  Such 
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visit or visits to the Regulatory Authority shall be arranged at times mutually agreeable to 
Lilly and UCSD.  All reasonable travel and living expenses incurred by UCSD in 
connection with such visits shall be reimbursed by Lilly. 

28.2 Notification.  Either party shall immediately notify the other of any request from a 
Regulatory Authority, other federal or state agencies or any other third-party to inspect or 
otherwise gain access to the information, data or materials pertaining to the responsibilities 
assigned under this Agreement.  Notification of such requests shall be prior to permitting 
any third-party access, unless prior notice is not possible.  Both parties shall have the right 
to be present at and to participate in any such inspection or regulatory action with respect to 
the Study.  The contacted party shall provide the other party with copies of all pertinent 
information and documentation issued by any Regulatory Authority and any proposed 
response.  Both parties shall have the right to review and approve in advance any responses 
that pertain to the Study.   

28.3 Inspection.  UCSD agrees to permit inspection of such information, data and materials by 
authorized representatives of the Regulatory Authority and as otherwise required by 
Applicable Laws.  During such inspections, UCSD shall provide appropriate scientific and 
quality assurance support for its Services and Deliverables.  Lilly reserves the right to 
provide additional scientific and quality assurance support during regulatory inspections as 
related to the Services and Deliverables. 

28.4 Findings By Regulatory Authorities.  UCSD will immediately notify Lilly Medical Quality 
Assurance if it receives a formal report from a Regulatory Authority (including but not 
limited to FDA-483s) regarding significant findings by a  Regulatory Authority resulting 
from an inspection, review or audit of UCSD and/or any Investigators participating in 
Lilly-sponsored Studies.  UCSD will provide Lilly with its response to such finding and 
Lilly shall be given the opportunity to provide assistance to UCSD in responding to any 
such review, audit or inspection.  UCSD shall provide Lilly with the ultimate resolution of 
such findings. 

Section 29 Compliance with Law, Regulations and Lilly Policies 

29.1 In the performance of its Services and obligations under this Agreement, UCSD shall 
comply with all Applicable Laws, regulations, and professional standards, including, but 
not limited to: 

29.1.1 .  

 Any instructions or policies set forth by Lilly which relate to compliance by Lilly or its 
Affiliates with any US or other Government Authority mandates, settlements or 
adjudications, including the Corporate Integrity Agreement (the "CIA") between Lilly 
and the Office of Inspector General, US Department of Health and Human Services, 
dated January 14, 2009, and any disclosure requirements set forth thereunder; UCSD 
acknowledges that it or certain of its employees are deemed by Lilly to be Covered 
Persons under the terms of the CIA.  Supplier agrees to perform the activities set forth in 
Exhibit D and any other obligations required by Lilly to ensure full compliance with the 
CIA." 

29.1.2 Applicable clauses set forth in the U.S. Federal Acquisition Regulation ("FAR") 
FAR 52.244-6(c)(1) as set forth at http://supplierportal.lilly.com and such other 
provisions as may be required by Applicable Laws to allow the sale of Products to 
the U.S. Government from time to time by Lilly; and 
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29.1.3 Paragraphs (1) through (3) of 29 C.F.R. Part 471, Appendix A to Subpart A 
regarding the posting of certain notices pertaining to employee rights under the 
National Labor Relations Act available at http://www.gpoaccess.gov/fr/.    

29.2 Notwithstanding anything in this Agreement, the parties expressly agree that the provisions 
of the Uniform Computer Information Transaction Act and the United Nations convention 
on Contracts for the International Sale of Goods (including any provision of any state law 
adopting exactly, or in modified form, such laws) shall not apply to this Agreement, Work 
Order, Purchase Order, Work Product, Deliverables, software services, or products 
provided hereunder and that both parties waive any and all rights arising from such laws. 

29.3 The parties acknowledge that each maintains its own financial authorization policies on 
ensuring requisite corporate authority has been given for specific transactions.  The parties 
therefore agree that any communications between the employees of the parties that may 
impact previously agreed upon financial, economic or legal expectations under this 
Agreement, must be approved by the authorized individuals of both parties. The parties 
further agree to periodically meet and/or enter into discussions to identify authorized 
individuals as well as take any corrective actions necessary for any past discrepancies in 
order to meet appropriate financial expectations for potential future transactions.        

29.4 All the requirements of this Section 29 are in addition to all of UCSD's other obligations 
under this Agreement. 

Section 30 Regulatory Submissions 

30.1 Lilly shall have responsibility for submitting to the FDA or any other federal, state or 
foreign agency all documents required under any applicable federal, state or foreign laws or 
regulations, including annual reports and safety reports.  UCSD shall provide Lilly with 
relevant information for and assist Lilly in the preparation of any required documents, 
including annual reports and safety reports and shall respond to any and all questions 
regarding such reports at costs mutually agreed to by the parties in writing in advance.  

30.2 A mutually agreed upon statistical analysis plan shall be used for regulatory purposes.  

Section 31 Severability 

31.1 If a provision of this Agreement is held to be unenforceable, the other provisions will 
remain in effect.  If possible, the offending provision will be modified to the slightest 
degree necessary to make it enforceable, remaining as close as possible to the parties' 
original intent for the provision.  If not possible, the offending provision will be stricken. 

Section 32 Contract Interpretation 

32.1 The meaning of a provision of this Agreement will be considered in context with other 
provisions of this Agreement. 

32.2 The following principles apply to the construction of this Agreement unless the 
construction is plainly contrary to the intent of the parties: 

32.2.1 "Including" means "including but not limited to." 

32.2.2 Language that has a generally prevailing meaning is given that meaning unless this 
Agreement expressly assigns a different one. 
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32.2.3 Technical terms used in the technical field of the subject of this Agreement are 
given their technical meaning. 

32.2.4 Singular words may be treated as plural, and plural words may be treated as 
singular. 

32.2.5 The masculine gender may be treated as feminine, and the feminine gender may be 
treated as masculine. 

32.3 In computing any period of time under this Agreement, the day of the act, event, or default 
from which the designated period of time begins to run is not included.  If this Agreement 
specifies that a period is to run for a certain number of business days, only business days 
are included in the count, and the period may not end on any other day. 

Section 33 Survival 

33.1 The expiration, termination or cancellation of this Agreement will not extinguish the rights 
of either party that accrue prior to expiration, termination or cancellation or any obligations 
that extend beyond termination, expiration or cancellation, either by their inherent nature or 
by their express terms. 

Section 34 No Waiver 

34.1 No provision of this Agreement is waived unless the waiver is in writing and signed by the 
party granting the waiver. 

34.2 No delay in exercising any right, power or privilege under this Agreement will operate to 
waive completely or partially any present or future exercise of that right, power or 
privilege. 

Section 35 Notice 

35.1 Unless specifically directed otherwise in this Agreement, whenever written notice is 
required by this Agreement, it must be delivered to the applicable address indicated below 
by: 

35.1.1 Certified mail, postage pre-paid, return receipt requested; 

35.1.2 Hand delivery; 

35.1.3 Commercial overnight delivery Service such as Federal Express or United Parcel 
Service; 

35.1.4 Email; or 

35.1.5 Facsimile. 

35.2 Either party may change its address for notices by written notice to the other. 

35.3 Notice is effective when received.  If delivery of any written notice under this Agreement 
cannot be made despite the exercise of diligent efforts, the requirement to give notice is 
excused. 
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Address for Notices to Lilly: 
 
 
Eli Lilly and Company 
Lilly Corporate Center 
Indianapolis, IN  46285 
Attention:  Director – LRL Global Procurement 
Telephone:  (317) 276-2000 
 

Address for Notices to Lilly’s Legal Counsel (if 
required): 
 
Eli Lilly and Company 
Lilly Corporate Center 
Indianapolis, IN  46285 
Attention:  General Counsel's Office 
 

 
Address for Notices to UCSD: 
 
 
Alzheimer’s Disease Cooperative Study 
[Address] 
Attention:  ______________________________ 
Telephone:  _____________________________ 
Facsimile:  ______________________________
Email:  _________________________________ 

Address for Notices to UCSD's Legal Counsel (if 
required): 
 
Office of Contract and Grant Administration 
9500 Gilman Drive 
La Jolla, CA 92093-0924 
Attention: Rachel SievertTelephone: 858-534-3335
Email:  rsievert@ucsd.edu 

Section 36 Integration and Amendments 

36.1 This Agreement, its exhibits and attachments are the final, complete and exclusive 
expression of all the statements, promises, terms and conditions within its scope and 
supersedes any prior written or oral agreements within its scope.  In making this 
Agreement, neither party relies on any promise or statement made by the other party, other 
than those contained in this Agreement, its exhibits or attachments. 

36.2 No amendment to this Agreement will be binding on either party unless it is in writing and 
signed by each party or executed in another manner expressly provided by this Agreement.  
Such an amendment does not require the consent or agreement of any third party, even if 
the third party is beneficiary of this Agreement. 

36.3 In the event of a conflict between the provisions of the exhibits or the attachments to this 
Agreement and the provisions of this Agreement itself, the conflicting provision(s) of this 
Agreement shall control over the language in the exhibit or attachments, unless otherwise 
agreed by the parties. 
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Notice of Award
RESEARCH PROJECT COOPERATIVE AGREEMENT Issue Date:    12/08/2014
Department of Health and Human Services
National Institutes of Health
NATIONAL INSTITUTE ON AGING

Grant Number:  5U19AG010483-24 
FAIN:   U19AG010483

Principal Investigator(s):  
Paul S. Aisen, MD

Project Title: Alzheimer's Disease Cooperative Study

CONTRACT & GRANT OFFICER
UNIVERSITY OF CALIFORNIA, SAN DIEGO
OFFICE OF CONTRACT & GRANT ADMIN
9500 GILMAN DRIVE, 0934
LA JOLLA, CA 950930934

Award e-mailed to: nihawards@ucsd.edu

Budget Period:  12/15/2014 – 11/30/2015
Project Period:  07/01/1997 – 11/30/2017

Dear Business Official:

The National Institutes of Health hereby awards a grant in the amount of (see 
“Award Calculation” in Section I and “Terms and Conditions” in Section III) to UNIVERSITY OF 
CALIFORNIA SAN DIEGO in support of the above referenced project.  This award is pursuant to 
the authority of 42 USC 241 31 USC 6305  42 CFR 52  and is subject to the requirements of this 
statute and regulation and of other referenced, incorporated or attached terms and conditions.

Acceptance of this award including the “Terms and Conditions” is acknowledged by the grantee 
when funds are drawn down or otherwise obtained from the grant payment system.

Each publication, press release, or other document about research supported by an NIH award  
must include an acknowledgment of NIH award support and a disclaimer such as “Research 
reported in this publication was supported by the National Institute On Aging of the National 
Institutes of Health under Award Number U19AG010483. The content is solely the responsibility 
of the authors and does not necessarily represent the official views of   the National Institutes of 
Health.” Prior to issuing a press release concerning the outcome of this research, please notify 
the NIH awarding IC in advance to allow for coordination.

Award recipients must promote objectivity in research by establishing standards that provide a 
reasonable expectation that the design, conduct and reporting of research funded under NIH 
awards will be free from bias resulting from an Investigator’s Financial Conflict of Interest (FCOI), 
in accordance with the 2011 revised regulation at 42 CFR Part 50 Subpart F.   The Institution 
shall submit all FCOI reports to the NIH through the eRA Commons FCOI Module. The regulation 
does not apply to Phase I Small Business Innovative Research (SBIR) and Small Business 
Technology Transfer (STTR) awards. Consult the NIH website 
http://grants.nih.gov/grants/policy/coi/ for a link to the regulation and additional important 
information.

If you have any questions about this award, please contact the individual(s) referenced in Section 
IV.

Sincerely yours,
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TRACI  LAFFERTY
Grants Management Officer
NATIONAL INSTITUTE ON AGING

Additional information follows
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  SECTION I – AWARD DATA – 5U19AG010483-24

Award Calculation (U.S. Dollars)
Salaries and Wages          
Fringe Benefits          
Personnel Costs (Subtotal)          
Consultant Services          
Equipment          
Supplies          
Travel Costs          
Other Costs          
Consortium/Contractual Cost          

Federal Direct Costs
Federal F&A Costs
Approved Budget $
Federal Share
TOTAL FEDERAL AWARD AMOUNT

AMOUNT OF THIS ACTION (FEDERAL SHARE)

SUMMARY TOTALS FOR ALL YEARS
YR THIS AWARD CUMULATIVE TOTALS
24
25
26

Recommended future year total cost support, subject to the availability of funds and satisfactory 
progress of the project

Fiscal Information:
CFDA Number: 93.866
EIN: 1956006144A1
Document Number: UAG010483E

PMS Account Type:    G (Pooled)  
Fiscal Year: 2015

IC CAN 2015 2016 2017
AG 8470696

Recommended future year total cost support, subject to the availability of funds and satisfactory 
progress of the project

NIH Administrative Data:
PCC: 3CCCTNS / OC: 414P / Released: LAFFERTYT 12/04/2014
Award Processed: 05/08/2014 01:52:21 PM

  SECTION II – PAYMENT/HOTLINE INFORMATION – 5U19AG010483-24 

For payment and HHS Office of Inspector General Hotline information, see the NIH Home Page 
at http://grants.nih.gov/grants/policy/awardconditions.htm

  SECTION III – TERMS AND CONDITIONS – 5U19AG010483-24 

This award is based on the application submitted to, and as approved by, NIH on the above-titled 
project and is subject to the terms and conditions incorporated either directly or by reference in 
the following:

a. The grant program legislation and program regulation cited in this Notice of Award.
Ex. C, Pg. 66
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b. Conditions on activities and expenditure of funds in other statutory requirements, such as 
those included in appropriations acts.

c. 45 CFR Part 74 or 45 CFR Part 92 as applicable.
d. The NIH Grants Policy Statement, including addenda in effect as of the beginning date of 

the budget period.
e. This award notice, INCLUDING THE TERMS AND CONDITIONS CITED BELOW.

(See NIH Home Page at http://grants.nih.gov/grants/policy/awardconditions.htm for certain 
references cited above.)

This institution is a signatory to the Federal Demonstration Partnership (FDP) Phase VI 
Agreement which requires active institutional participation in new or ongoing FDP demonstrations 
and pilots.

Carry over of an unobligated balance into the next budget period requires Grants Management 
Officer prior approval.

This award is subject to the requirements of 2 CFR Part 25 for institutions to receive a Dun & 
Bradstreet Universal Numbering System (DUNS) number and maintain an active registration in 
the Central Contractor Registration.  Should a consortium/subaward be issued under this award, 
a DUNS requirement must be included.   See 
http://grants.nih.gov/grants/policy/awardconditions.htm for the full NIH award term implementing 
this requirement and other additional information.

This award has been assigned the Federal Award Identification Number (FAIN) U19AG010483. 
Recipients must document the assigned FAIN on each consortium/subaward issued under this 
award.

This award is not subject to the Transparency Act subaward and executive compensation 
reporting requirement of 2 CFR Part 170.

In accordance with P.L. 110-161, compliance with the NIH Public Access Policy is now 
mandatory. For more information, see NOT-OD-08-033 and the Public Access website: 
http://publicaccess.nih.gov/.

Treatment of Program Income:
Additional Costs

  SECTION IV –  AG Special Terms and Conditions – 5U19AG010483-24 

NIH is currently funded through a Continuing Resolution (see NIH Guide Notice NOT-OD-15-001) 
http://grants.nih.gov/grants/guide/notice-files/NOT-OD-15-001.html,  Therefore, NIH will issue 
non-competing research grant awards at a level below that indicated on the most recent Notice of 
Award. Upward adjustments to awarded levels will be considered after our FY 2015 
appropriations are enacted; NIH expects institutions to monitor their expenditures carefully during 
this period.
 
This award includes funds awarded for consortium activity with the University of Pennsylvania, 
Seattle Institute for Biomedical and Clinical Research, Columbia University, Regents of the 
University of California, Indiana University, New York University School of Medicine, Banner 
Alzheimer's Institute, Mayo Clinic, the University of Rochester, Washington University, Mount 
Sinai School of Medicine, University of Southern California, The Brigham and Women's Hospital, 
Georgetown University, University of California - San Francisco, Case Western Reserve 
University School Of Medicine and Wake Forest University Health Sciences. Consortiums are to 
be established and administered as described in the NIH Grants Policy Statement (NIH GPS). 
The referenced section of the NIH Grants Policy Statement, October 2010 is available at: 
http://odoerdb2.od.nih.gov/gmac/nihgps_2010/nihgps_ch15.htm
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The requested budget was considered and determined not to represent significant re-budgeting. 
Therefore, categorical amounts reflect the direct and facilities and administrative cost (F&A) 
levels previously recommended for the current year. Funds may be re-budgeted between direct 
costs and F&A costs, consistent with applicable cost principles and institutional and policy 
requirements for prior approval.
 
The following special terms of award are in addition to, and not in lieu of, otherwise applicable 
U.S. Office of Management and Budget (OMB) administrative guidelines, U.S. Department of 
Health and Human Services (DHHS) grant administration regulations at 45 CFR Parts 74 and 92 
(Part 92 is applicable when State and local Governments are eligible to apply), and other HHS, 
PHS, and NIH grant administration policies.
 
For additional information concerning the RFA, please refer to: 
http://grants.nih.gov/grants/guide/rfa-files/RFA -AG -13 -001.html
 
The administrative and funding instrument used for this program will be the cooperative 
agreement, an "assistance" mechanism (rather than an "acquisition" mechanism), in which 
substantial NIH programmatic involvement with the awardees is anticipated during the 
performance of the activities. Under the cooperative agreement, the NIH purpose is to support 
and stimulate the recipients' activities by involvement in and otherwise working jointly with the 
award recipients in a partnership role; it is not to assume direction, prime responsibility, or a 
dominant role in the activities. Consistent with this concept, the dominant role and prime 
responsibility resides with the awardees for the project as a whole, although specific tasks and 
activities may be shared among the awardees and the NIH as defined below.
 
The PD(s)/PI(s) will have the primary responsibility for:
 
Overall management of the study through the coordinating center and should agree to work 
cooperatively with the cores/functions and clinical sites developing and implementing systems 
necessary for communications among the various study organizational components. The 
coordinating center will facilitate the design and refinement of all protocols, manuals of 
operations, and forms. All data and samples that shall be placed in the public domain and shared 
freely by methods and within time periods to be specified by the Steering Committee, as a 
fundamental purpose of this study is the establishment of an unrestricted public database.
 
Awardees will retain custody of and have primary rights to the data and software developed under 
these awards, subject to Government rights of access consistent with current DHHS, PHS, and 
NIH policies.
NIH staff have substantial programmatic involvement that is above and beyond the normal 
stewardship role in awards, as described below:
 
The designated NIA Project Scientist , Laurie Ryan, PhD, will serve as a member of the Steering 
Committee and have substantial scientific/programmatic involvement during conduct of this 
cooperative agreement, through technical assistance, advice, and coordination above and 
beyond normal program stewardship of grants. The awardee agrees to accept assistance from 
the designated NIA Project Scientist. This person will participate, through the Steering 
Committee, in the monitoring of issues relating to recruitment, follow-up, and adherence to 
protocols and will assist in the development and/or adjustment of study protocols.
 
Additionally, an agency program official or NIA Program Officer, Nina Silverberg, PhD, will be 
responsible for the normal scientific and programmatic stewardship of the award and will be 
named in the award notice.
 
Areas of Joint Responsibility include:
 
The Steering Committee, comprised of the PD(s)/PI(s) of the cooperative agreement, the leaders 
of the cores/functions and each of the clinical sites, the bioethicist, the family representative, the 
FDA representative, and the NIA Project Scientist will have primary responsibility for finalizing 
standard definitions, procedures, and measures common for all the protocols. The steering 
committee will meet every three to six months, or as dictated by the needs of the study. Each full 
member of the Steering Committee will have one vote, and all major scientific decisions will be 
determined by majority vote of the Steering Committee. Awardee members of the Steering 
Committee will be required to accept and implement policies approved by the Steering 
Committee. Subcommittees appointed by the Steering Committee, comprised of appropriate staff 
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from the cores and clinical sites, will be involved in the design of protocols and manuals of 
operations, and in ongoing functions of the study such as preparation of publications.
 
To oversee the allocation and distribution of biological specimens generated from the study, the 
Steering Committee will nominate members for the Resource Allocation Review Committee 
(RARC). This group will review applications for use of the biological specimens. The format of the 
application and criteria for the use of repository biological specimens will be developed by the 
RARC with advice and approval from the Steering Committee and made available to all potential 
users. Membership on this committee will rotate periodically according to a procedure developed 
by the RARC. Final approval of members of the RARC and final approval for disposition of 
samples to investigators following RARC review will be made by NIA staff. The primary governing 
body of the study will be the Steering Committee, which will have responsibility for the final details 
of study design and policy decisions and will define the rules regarding access to data and 
samples.
Dispute Resolution:
 
Any disagreements that may arise in scientific or programmatic matters (within the scope of the 
award) between award recipients and the NIH may be brought to Dispute Resolution. A Dispute 
Resolution Panel composed of three members will be convened. It will have three members: a 
designee of the Steering Committee chosen without NIH staff voting, one NIH designee, and a 
third designee with expertise in the relevant area who is chosen by the other two; in the case of 
individual disagreement, the first member may be chosen by the individual awardee. This special 
dispute resolution procedure does not alter the awardee's right to appeal an adverse action that is 
otherwise appealable in accordance with PHS regulation 42 CFR Part 50, Subpart D and DHHS 
regulation 45 CFR Part 16.
 
 
 STAFF CONTACTS
 
The Grants Management Specialist is responsible for the negotiation, award and administration of 
this project and for interpretation of Grants Administration policies and provisions. The Program 
Official is responsible for the scientific, programmatic and technical aspects of this project. These 
individuals work together in overall project administration. Prior approval requests (signed by an 
Authorized Organizational Representative) should be submitted in writing to the Grants 
Management Specialist. Requests may be made via e-mail.
 
Grants Management Specialist: John Bladen
Email: bladenj@nia.nih.gov Phone: 301-496-1472 Fax: 301-402-3672
 
Program Official: Nina B. Silverberg
Email: silverbergn@mail.nih.gov Phone: 301-496-9350 Fax: 301-496-1494
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Budget Year 24 Year 25 Year 26
Salaries and Wages
Fringe Benefits
Personnel Costs (Subtotal)
Consultant Services 0
Equipment
Supplies
Travel Costs
Other Costs
Consortium/Contractual Cost
TOTAL FEDERAL DC
TOTAL FEDERAL F&A
TOTAL COST

Facilities and Administrative Costs Year 24 Year 25 Year 26
F&A Cost Rate 1
F&A Cost Base 1
F&A Costs 1
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