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Clinical Trial Agreements Toolkit 

Intellectual Property 

 

Subject Results/Comments 

Explanation 
of General 
Importance 
from a 
Business 
Perspective 

A CTA should address any intellectual property (IP) generated during a 
Study. Generally, the intellectual property rights arising in a clinical 
study take one of two forms: (1) copyrights, which may exist in study 
databases and other written records that are generated;1 and (2) 
patent rights, covering inventions that are developed.  

Both Sponsors and Sites have an interest in claiming ownership of the 
intellectual property rights that may arise from the conduct of a clinical 
study. Sponsors seek to acquire rights that enable them to retain the 
full economic value of the Study Drug, to validate its use, and to obtain 
the economic benefit of any invention that is created as the result of 
the Study. The Sponsor often believes that it “paid” for the study and 
should receive the benefits of its payment, including full commercial 
access to the intellectual property resulting from the conduct of the 
Study. 

While the Site recognizes compensation from the Sponsor for 
performance of the study, it does not consider that such compensation 
is consideration for the Sponsor’s use of any intellectual property 
created by the Site due to the Principal Investigator’s knowledge and 
expertise. Ideally, the Site would like to receive fair value for the 
Sponsor’s use of such intellectual property. A Site often retains rights 
in results, including those results protectable by patents and 
copyrights. These retained rights may include the use of the results for 
academic publication, to enhance patient treatment, and to enhance 
previously owned methods used to conduct the Study.  

The types of intellectual property that arise from a clinical study may 
include: new compounds; new uses of existing compounds; 
methodologies and models; and related patents and patent 
applications, know-how, data, data analysis and reports, clinical 
samples, written reports, and articles that are subject to copyright 
protection. However, it is not typical for inventions to be made in the 
context of a clinical trial (given that the protocol prescribes the scope of 
work and the approval by the IRB for use in humans is limited to the 
protocol).  

 

                                                            
1 Data ownership is addressed in the “Data Ownership and Use” section. 
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Contract 
Language— 
Sample from 
Industry 
Sponsor’s 
Perspective 

Ownership of Intellectual Property: 

 Separate Property. All Intellectual Property belonging to either 
Party prior to the execution of this Agreement shall remain the 
separate property of that Party. Nothing in this Agreement shall 
give either Party any claim or right to the separate Intellectual 
Property belonging to the other Party. 
 

 Study Inventions. Any new inventions, developments, 
improvements, or discoveries made as a result of the Study, 
whether patentable or not, shall be promptly and fully disclosed 
by Institution to the Sponsor (Study Inventions). Institution does 
hereby irrevocably assign all right, title, and interest in and to 
any Study Inventions to the Sponsor. Institution will fully 
cooperate to provide any documents desired by the Sponsor to 
support the foregoing, including executing assignments and 
providing reasonable assistance in connection with prosecuting 
any patents or in securing other intellectual property rights, both 
within the United States and outside the United States.2 

 

Publicity/Use of Name (trademarks addressed):  

Use of Name. Sponsor shall not use the name, logo, mark, or image of 
Institution in any publicity or advertising without Institution’s written 
approval. However, Sponsor has the full right to identify the fact that 
the Institution was involved in the Study or that any Study Documents, 
Study Data, or Study Inventions were created with the involvement of 
the Institution. 

 

Contract 
Language— 
Sample from 
Site’s 
Perspective 

Ownership of Data and Intellectual Property: 

Separate Property. All Intellectual Property belonging to either Party 
prior to the execution of this Agreement shall remain the separate 
property of that Party. In addition, all Intellectual Property developed by 
a Party independently of the Study and the other party’s Confidential 
Information shall be the separate property of the Party that developed 
it. Nothing in this Agreement shall give either Party any claim or right to 
the separate Intellectual Property belonging to the other Party. 

 Study Inventions. Institution shall promptly and fully disclose to 

                                                            
2 Note: Sites may seek to limit this language so that it just applies to inventions and discoveries arising 
out of performance of the Study, during the course of the Study and incorporating Sponsor’s Confidential 
Information or the Study Drug. 
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Sponsor all patentable inventions and discoveries conceived 
and reduced to practice in the direct performance of the Study 
and which necessarily use or necessarily incorporate the Study 
Drug (Study Inventions). Institution shall assign all right, title, 
and interest in and to any Study Inventions to the Sponsor. 
Institution will reasonably cooperate to effect the foregoing, 
including providing reasonable assistance in connection with 
prosecuting relevant patents, at the sole expense of Sponsor. 
 
Sites often propose the inclusion of either (A) or (B) below: 

 
 (A) No Rights to Other Proprietary Interests. Nothing contained 

in this Agreement shall be deemed to grant either directly or by 
implication, estoppel, or otherwise, any rights under any 
patents, patent applications, or other proprietary interests, 
whether dominant or subordinate, or any other invention, 
discovery, or improvement of either party, other than the 
specific rights covering Study Inventions under this Agreement. 

          OR 

 (B) Other Inventions. Title to other inventions, other than Study 
Inventions (Other Inventions) shall reside with Sponsor if 
Sponsor personnel are sole inventors, with Institution if 
Institution personnel are the sole inventors, and shall be held 
jointly if both Institution and Sponsor personnel are inventors, 
with each party having the full right to practice and license such 
Other Inventions subject only to similar rights of the other party. 
 
To the extent that Institution owns sole or joint title in any such 
Other Inventions, Sponsor is hereby granted an option to 
acquire an exclusive, worldwide, royalty-bearing license to 
Institution’s rights to any Other Invention, which option shall 
extend for no more than ninety (90) days after Sponsor’s receipt 
of an Invention disclosure from Institution (Option Period). The 
Parties shall use their reasonable efforts to negotiate, for a 
period not to exceed ninety (90) days after Sponsor’s exercise 
of such option, a license agreement satisfactory to both Parties 
(Negotiation Period). In the event Sponsor fails to exercise its 
option within the Option Period, or the Parties fail to reach 
agreement on the terms of such license within the Negotiation 
Period, Institution shall have no further obligation to Sponsor 
under this Agreement with regard to the specific Other 
Invention. 
  

 Retained Rights. Institution shall retain a royalty-free, 
irrevocable license to use all Study Inventions or Other 
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Inventions licensed or assigned to Sponsor hereunder for its 
own internal3 noncommercial research, educational, and patient 
care purposes.  
 
 

Publicity/Use of Name (trademarks addressed):  

 Use of Name. Sponsor shall not use the name, logo, mark, or 
image of Institution in any publicity or advertising without 
Institution’s written approval. 

Arguments 
Supporting 
Sponsor’s 
Position 

The Sponsor has: (1) authored the protocol; (2) provided its proprietary 
Study Drug at no cost; (3) reimbursed for research-related procedures; 
and (4) covered the Site’s overhead on all costs incurred related to the 
Study. It is therefore equitable for the Institution to assign all claims, 
rights, and interests in inventions and discoveries conceived or 
reduced to practice as a result of the performance of the Study. 
Additionally, the Sponsor has invested substantially in the Study Drug 
and its investment must be protected in the CTA. Research spending 
by a company is an investment in the company’s future and is subject 
to corporate responsibilities, including responsibilities to shareholders. 
Research spending “that does not return a benefit to the Sponsor is 
considered a poor investment.” 

For a Sponsor-initiated Study, the Site is acting as a pair of hands 
performing the study under the Sponsor’s direction and at the 
Sponsor’s cost. 

Strict adherence to the Sponsor-authored Protocol means that there is 
little chance for new, useful, and non-obvious inventions to be 
conceived or reduced to practice in the performance of the Study. 

 

Arguments 
Supporting 
Site’s 
Position 

The Institution is providing the expertise, labor, and Subjects that make 
the Study possible. In some cases, Study Subjects are patients of the 
Institution who would receive medical care from the Institution 
regardless of their participation in the Study. The Institution is 
motivated to participate in the Study in part to further its underlying 
mission of advancing clinical medicine, for the potential dissemination 
of new and useful treatments, cures, and diagnostic tools, and to bring 
cutting-edge science to its patients. Accordingly, it is equitable that the 
Institution should own all rights, claims, and title to any inventions and 

                                                            
3 It is important from a Sponsor’s perspective that any rights granted to Site to use Study Inventions are 
for internal purposes only. Sponsors are concerned that if such rights are not limited to internal purposes 
only, a Site could share Study Inventions with third-party collaborators, and some of those collaborators 
could be competitors of the Sponsor.   
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discoveries conceived during the Study that do not necessarily 
incorporate the Study Drug or the Sponsor’s Confidential Information. 

Many Institutions are public institutions or tax-exempt organizations 
and use tax-exempt bonds to finance the construction of buildings. In 
order for an organization to qualify for a Section 501(c)(3) exempt 
bond, two tests must be satisfied: (1) all property that is to be provided 
by the net proceeds of the bond issue must be owned by a 501(c)(3) 
organization or governmental unit; and (2) a minimum percentage 
(90% or 95%) of the net bond proceeds of a qualified 501(c)(3) bond 
issue must be used for the exempt activities of a 501(c)(3) organization 
(private use test).  

The private use test requires that no more than 5% or 10% (depending 
on the institution) of the proceeds from a qualified 501(c)(3) bond issue 
may be used for the benefit of private business or in any unrelated 
business or trade activity.  

In order to address the concerns surrounding “private use” and 
compliance with tax-exempt bond requirements, Institutions seek to 
ensure that the clinical trials performed by the Institution are in 
furtherance of charitable purposes and goals to provide patient care 
and engage in research.  

Similarly a Site seeks to address private use concerns by ensuring that 
a Sponsor’s intellectual property rights are limited to discoveries that 
relate directly to the Sponsor-provided study drug and that the Site’s 
intellectual property rights cover discoveries that are peripheral to the 
intended use of the Study Drug.  

 

Federal Laws 
and 
Directives 

Bayh-Dole Act of 1980 (inventions) – Codified at 35 USC §§200 – 212; 

Patents – Title 35 of the U.S. Code; 

IRS Revenue Proc. 2007-47 (Private Business Use & research 
conducted in tax-exempt bond funded facility(ies)); and  

Copyrights – 17 USC §§ 101, 201. 

 

State/Local 
Laws and 
Directives 

Labor and privacy laws vary by state. If the CTA is organized properly, 
most IP issues can be resolved under federal law. It is worth noting 
that works made in the performance of employment belong to the 
employer either by operation of law or via employment contract. For 
example, see California Labor Code 3351.5. For an example regarding 
the use of a name, see California Education Code 92000. 

http://www.leginfo.ca.gov/cgi-bin/displaycode?section=lab&group=03001-04000&file=3350-3371
http://www.leginfo.ca.gov/cgi-bin/displaycode?section=edc&group=91001-92000&file=92000-92001
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Case Law Bd. of Trustees of Leland Stanford Junior Univ. v. Roche Molecular 
Sys., Inc., 563 US,131 S. Ct. 2188, 180 L. Ed. 2d 1, (2011) (holding 
that the Bayh-Dole Act, 35 U. S. C. §§200–212 does not automatically 
vest title to federally funded inventions in federal contractors; 
employee inventors can retain title to their subject inventions absent an 
express assignment to the contrary), available at 
https://scholar.google.com/scholar_case?case=145195436028699906
22&q=stanford+v.+roche&hl=en&as_sdt=2006&as_vis=1. 

International 
Laws and 
Directives 

Most IP laws are highly harmonized internationally. However, foreign 
patent laws have strict novelty provisions. A patent expert should be 
consulted as needed. 

Operational 
Consideratio
ns 

Institution:  

1. Identify Institution policy and procedures regarding patents, 
ownership of data, copyrights, and use of name. 

2. Are the investigators performing the Study employees of the 
Institution or separate parties to the CTA? Which party is 
granting rights in intellectual property to the Sponsor? 

3. Is the Study a combination study of more than one drug/device 
owned by multiple Sponsors?  

4. In general the free exchange of information and the advance of 
science are paramount and there is a “publish or perish” 
philosophy. The creation of trade secrets may happen by virtue 
of assigning non-patentable inventions and deeming them the 
Sponsor’s Confidential Information (as defined by the CTA) and 
preempting the Site from publishing scholarly works. 

5. Sites reserve the copyright to scholarly works to the individual 
investigators who contribute to a publication. Medical journals 
require the assignment of the copyright from the individual 
authors to the journal.  

Sponsor: Sponsors must consider the investment the Sponsor has 
made in the Study Drug and the need to ensure that such investment 
is protected with sufficiently robust intellectual property terms in a CTA.

 

Other 
Important 
Information 

N/A 

 

https://scholar.google.com/scholar_case?case=14519543602869990622&q=stanford+v.+roche&hl=en&as_sdt=2006&as_vis=1

