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Clinical Trial Agreements Toolkit 

Confidentiality 

 

Subject Results/Comments 

Explanation of General 
Importance from a 
Business Perspective 

 

The conduct of industry-sponsored clinical research 
necessarily involves the exchange of sensitive 
information, including proprietary information pertaining 
to the product being tested. The CTA should therefore 
set out the Parties’ respective obligations with respect to 
the use and disclosure of such information; define the 
nature and scope of such information; and specify for 
how long such information must be maintained by the 
Parties as “confidential.” A CTA also may address how 
the Parties should handle “Confidential Information” 
during and after the conduct of the Study and after 
termination or expiration of the CTA. 

 

Contract Language—
Sample from Industry 
Sponsor’s Perspective 

Site, its employees, the PI, and other personnel 
(including, without limitation, subcontractors and 
affiliates) (collectively, Receiving Party) shall not 
disclose to any third party or use Confidential 
Information for any purpose other than permitted by 
this CTA without the Sponsor's prior written consent. 
Obligations of confidentiality and non-use with 
respect to any Confidential Information identified as 
a trade secret by Sponsor shall remain in place for 
so long as the applicable Confidential Information 
retains its status as a trade secret under applicable 
law.  

“Confidential Information” shall include any 
information provided to Receiving Party by or on 
behalf of the Sponsor including, without limitation, 
the protocol, Study materials, investigator 
brochures, and all materials, data, and results, 
including, without limitation, the Study case report 
forms, and information concerning the Sponsor or 
the Study or otherwise developed as a result of 
conducting the Study, except any portion thereof 
that: 

(a) is known to the Receiving Party prior to 
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receipt thereof under this CTA, as evidenced 
by its written records; 

(b) is disclosed to the Receiving Party after 
acceptance of this CTA by a third party who 
has a right to make such disclosure in a non-
confidential manner; or 

(c) is or becomes part of the public domain 
through no fault of the Receiving Party. 

Notwithstanding anything to the contrary herein, the 
terms of this CTA and its existence shall be 
considered “Confidential Information” hereunder. 

Within thirty (30) days following the completion or 
termination of the Study, Site shall return or destroy 
all Confidential Information; provided, however, Site 
may retain one copy of Confidential Information in its 
confidential files to be used solely by Site to comply 
with this CTA and for archival purposes. 

Nothing in this CTA shall be construed to restrict 
Receiving Party from disclosing Confidential 
Information as required by law or court order or 
other governmental order or request, provided, in 
each case that Receiving Party shall give Sponsor 
prompt written notice (and in any case at least five 
(5) business days’ notice) in order to allow Sponsor 
to take whatever action it deems necessary to 
protect its Confidential Information.  

This Section shall continue in full force and effect for 
a period of ten (10) years from the date of expiration 
or termination of this CTA. 

 

Contract Language—
Sample from Site’s 
Perspective 

During the term of this CTA,1 the Site shall not disclose 
to any third party or use for any purposes other than the 
performance of this Study, any and all Confidential 
Information without Sponsor’s prior written consent, 
except as otherwise specified in this CTA. The Site shall 
treat the Confidential Information as it would treat its 
own confidential information, but in no event shall it use 
less than a reasonable degree of care. The obligation of 

                                                            
1 Sites may request that the confidentiality term be limited to the term of the CTA or for three (3) or five (5) 
years after expiration or termination of the CTA. 
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non-disclosure and non-use shall not apply to the 
following: 

(a) information that, at the time of disclosure 
hereunder, is available to the public; 

(b) information that, after disclosure hereunder, 
becomes available to the public, except through 
breach of this CTA; 

(c) information that the Site can demonstrate was in 
its possession at the time of disclosure by Sponsor 
and that was not acquired from Sponsor under any 
obligation of confidentiality;  

(d) information that becomes available to the Site from 
a third party that, to Site's actual knowledge, is not 
legally or contractually prohibited from disclosing 
such information; 

(e) information disclosed as part of a publication 
issued in accordance with the publication 
provisions of this CTA;  

(f) information required by any law, including but not 
limited to state open records laws, regulation, or 
order of court to be disclosed by Site. Prior to 
disclosing any such Confidential Information, the 
Site shall, to the extent possible, first notify the 
Sponsor in order that Sponsor may take any action 
it deems appropriate; or 

(f) information that in the PI’s sole discretion must be 
disclosed to provide treatment for any Subject(s). 

The terms of this CTA supersede any previous non-
disclosure agreements or any other preliminary 
representations or understandings that have been 
entered into by the parties to this CTA with regard to the 
Study. The terms of this CTA will be treated as 
confidential; however: (1) the existence of the CTA and 
Study will not be confidential; and (2) Site may disclose 
this CTA and/or any of the terms and conditions hereof 
(a) as required by law or regulatory authority including 
applicable Medicare documentation and payment 
requirements; (b) to Medicare and other payer 
representatives for purposes of establishing rights to 
reimbursement or responding to audits or inquiries; and 
(c) for other legitimate business, payment, and 
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operations purposes including, without limitation, 
disclosures for purposes of due diligence and 
accreditation. 

Upon termination of this CTA, Site shall, at the direction 
of the Sponsor, return or destroy all Confidential 
Information, at Sponsor's sole cost and expense. The 
Site and the IRB may each retain one archival copy of 
all Confidential Information for the purpose of 
demonstrating its compliance with its obligations 
hereunder. 

 

Arguments Supporting 
Sponsor’s Position 

Significant financial investments are made by the 
Sponsor to develop and test new products prior to 
market authorization, and the premature or inappropriate 
disclosure can be devastating to the company, as well 
as potentially dangerous and misleading to patients and 
the general public. Premature disclosure of information 
regarding a new product (Drug/Device/Biologic) could 
jeopardize the Sponsor's ability to patent inventions or 
maintain trade secrets, which is essential to the 
Sponsor’s financial investments and overall financial 
viability.  

From the Sponsor’s perspective, then, the confidentiality 
clause in a CTA should prohibit the Site, Principal 
Investigator, and Study Personnel from using or 
disclosing the Sponsor's Confidential Information, except 
as may be permitted by the CTA or as required by law. 
In general, the Sponsor would like to ensure that as 
much of its information is protected as possible. Thus, 
the Sponsor would like to ensure that any information 
provided to the Site and/or generated in the course of 
the Study will be maintained as the Sponsor’s 
“Confidential Information.” And, the Sponsor would like 
to ensure that such information is protected for as long 
of a timeframe as possible. 

A Sponsor’s interest in a long confidentiality term is most 
important in a Phase I study because additional studies 
will be required before a Study Drug is approved for 
marketing. The Sponsor generally seeks to maintain the 
confidentiality of its Confidential Information until its 
proprietary drug is approved for marketing. 

Arguments Supporting The Site and the PI will generally acknowledge the need 
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Site’s Position to protect the Sponsor’s confidential and proprietary 
information. However, the Site and the PI will not accept 
restrictions on disclosure of Study results that the Site 
believes unduly limits its ability to appropriately treat 
Subjects or their academic freedom, i.e., the ability to 
publish results and promote the advancement of 
scientific and clinical knowledge. To help fulfill their 
scientific and educational mission, a Site and a PI may 
also desire the right to use some, or all, of the Study 
results and related clinical trial information for additional 
research, education, and patient treatment purposes. It 
also may be necessary for a Site to produce the CTA 
itself to meet Medicare/third-party payer requirements as 
well as other legitimate health care operations and 
business purposes (e.g., in the course of due diligence). 
Accordingly, a Site may not agree to keep the terms of 
the CTA confidential.  

Another consideration, from the Site’s perspective, is 
that an “overly broad” definition of Confidential 
Information could potentially include information that is 
either confidential to the Site, or for which the Site may 
have its own legal and regulatory obligations to use 
and/or disclose. 

Sites desire to narrow the obligation of confidentiality to 
only those items clearly marked “Confidential.” If there is 
no marking requirement, the Site may have operational 
challenges in trying to conform to the confidentiality 
requirements. If the definition of “Confidential 
Information” becomes too broad in scope, many Sites 
are particularly sensitive about defining Study results as 
"Confidential Information" subject to a Sponsor's prior 
approval before disclosure. Appropriate carve outs in the 
publication section allowing for review for intellectual 
property purposes can be agreed upon to address this 
concern. 

 

Federal Laws and 
Directives 

5 U.S.C. § 552(b) (Freedom of Information Act). The 
Freedom of Information of Act and state open records 
laws govern access to records maintained by federal 
agencies and state agencies to ensure transparency 
and governmental accountability. Many public 
universities and information submitted to federal 
agencies are subject to the open records law and 
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fundamentally conflict with the Sponsor's expectations of 
confidentiality related to the Sponsor's proprietary 
information. State laws vary in their protections of non-
patentable research data and personal information. 
Consult the relevant statutes and case law. 

 

State/Local Laws and 
Directives 

 

State open records laws may require state-owned 
hospitals and other health care entities to disclose 
certain Confidential Information. See discussion above. 

 

Case Law Cordis Corp. v. O'Shea, 988 So.2d 1163 (Fla. Dist. Ct. 
App. 2008). The patient sued the manufacturer on 
various products liability claims regarding a drug-eluding 
stent implanted in his body. The trial court issued a 
stipulated protective order regarding disclosure of the 
manufacturer's confidential information disclosed in 
discovery. The patient moved for an order clarifying the 
disclosure provisions of the order. The trial court issued 
an order allowing disclosure to attorneys in collateral 
litigation against the manufacturer and attorneys without 
collateral litigation. The manufacturer petitioned for 
certiorari review. The appeals court held that: (1) the 
manufacturer had inadequate remedy at law; and (2) 
dissemination to those outside the case or collateral 
litigation was a departure from the essential 
requirements of law. 

Upjohn Co. v. Freeman, 906 S.W.2d 92, 101 (Tex. App. 
1995) (affirming the trial court’s order sealing a portion 
of discovery documents containing the Appellant’s 
protocols in testing a drug, based on the court’s finding 
that the protocols contained trade secrets).  

Transkaryotic Therapies, Inc. v. Bain & Co., Inc., 2002 
Mass. Super. Lexis 73 (2002). Preliminary injunctive 
relief was granted in favor of a pharmaceutical 
manufacturer on the basis that clinical trial data may be 
a “trade secret,” which warrants protection against 
disclosure in contravention of a non-disclosure 
agreement to competitors or their consultants. 

Hoffman-LaRoche Inc. v. Yoder, 950 F. Supp. 1348, 
1359 (S.D. Ohio 1997). Clinical trial data was not 
sufficiently marked as “confidential” and was found 
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ineligible for protection as a “trade secret” under Ohio 
law. 

Pfizer, Inc. v. ICI Americas, Inc. (10 Del. J. Corp. L. 275 
(1984)). The court denied an order for preliminary 
injunctive relief to protect clinical trial data from 
disclosure by a former employee due to failure to show 
that the information should be protected as a trade 
secret.  

 

International Laws and 
Directives 

Articles 11, 12, 13, and 14 of Regulation 726/2004 
(European Medicines Agency required to make certain 
information related to marketing authorizations publically 
available). 

 

Operational 
Considerations 

It may be administratively burdensome for the Sponsor 
when the confidentiality language of the CTA requires 
the Sponsor to mark all Confidential Information as such 
(i.e., “confidential” or “proprietary”). A confidentiality 
mark is not practical in the course of a Study where 
there may be many modes of communication used. 

Conversely, it may be administratively burdensome for a 
Site to keep track of all information that is defined as 
“Confidential”—and hence, for the Site to ensure it is 
complying with the terms of the CTA—when the CTA 
defines all information received by and/or generated by 
the Site during the course of the Study as “Confidential.” 
The Site also should consider whether it is feasible to 
return or destroy Confidential Information at the end of 
the Study or upon the Sponsor’s request, as most 
information may be shared in electronic format and, 
hence, may be archived and/or duplicated in the Site’s 
electronic information systems (and practically, may be 
irretrievable). 

 

Other Important 
Information 

N/A 

 


