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Clinical Trial Agreements Toolkit 

Publication 

 

Subject Results/Comments 

Explanation 
of General 
Importance 
from a 
Business 
Perspective 

Nonprofit academic medical centers or other tax-exempt institutions 
need the ability to publish research results. Certain restrictions on 
publication may directly impact the institution’s mission and, as a 
result, could put its tax-exempt status in jeopardy. The independent 
and unbiased dissemination of research results is essential to the 
conduct of ethical clinical research. Publication also is a key 
component of the mission for many nonprofit academic medical 
centers.   

Contract 
Language— 
Sample from 
Industry 
Sponsor’s 
Perspective 

Institution and Investigator agree not to disclose any Study data, 
methods, analysis, conclusions, or results (Study Results) in any 
manuscript, abstract, or conference presentation without Sponsor’s 
advance written authorization. If Sponsor agrees to permit publication 
or other disclosure of Study Results, Institution and Investigator agree 
to submit to Sponsor the proposed manuscript, abstract, or 
presentation to Sponsor at least ninety (90) days prior to its planned 
submission or presentation. At the conclusion of its review, Sponsor 
has the right to request amendments to any manuscript, abstract, or 
presentation to protect its legitimate interests and Institution and 
Investigator agree to make such amendment. Further, Institution and 
Investigator agree to delay submission of any manuscript, abstract, or 
presentation for as long a period of time as Sponsor requests to 
enable Sponsor to take action to protect any intellectual property 
interests that may be affected by disclosure of the manuscript, 
abstract, or presentation. In the event that Sponsor determines that 
any proposed submission would adversely affect the completion or 
analysis of the Study by the Sponsor, Sponsor also may require that 
Institution or Investigator delay any proposed submission for the 
period requested by Sponsor. In no event shall Institution or 
Investigator disclose Sponsor’s Confidential Information in any 
manuscript, abstract, or conference presentation. Sponsor shall be 
solely responsible for disclosing any Study Results required by law to 
be disclosed. 

Institution and Investigator each agree that the first publication of the 
Study Results will be made in conjunction with the presentation of a 
joint, multicenter publication of the Study Results with the Investigators 
and the Institutions from all appropriate sites contributing Study Data. 
If such a multicenter publication is not submitted within twenty-four 
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(24) months after conclusion of the Study at all Sites, Institution or 
Investigator may publish the results from the Institution’s Site 
individually, subject to Sponsor’s rights under the preceding 
paragraph, including specifically prior review and protection of 
intellectual property interests and Confidential Information.  

Contract 
Language— 
Sample from 
Site’s 
Perspective 

Sponsor acknowledges that Institution is an academic medical center 
and that the Principal Investigator and her/his collaborators shall be 
free to publish the background, methods, and results of their research 
without restraint or improper influence, in accordance with the highest 
academic and publication standards. Solely in order to permit Sponsor 
an opportunity to determine if a patentable invention(s) or Sponsor 
Confidential Information is therein disclosed, Institution agrees to 
provide to Sponsor: (1) a substantially complete manuscript including 
Study Results at least thirty (30) days in advance of submission to a 
journal; (2) any substantially final abstract reporting on the Study no 
later than five (5) working days before submission for publication or to 
a conference; and (3) notice of any conference at which the results of 
the Study will be presented without abstract at least fifteen (15) days 
prior to such presentation. Sponsor agrees to hold all such 
submissions and information in confidence. Sponsor agrees to 
promptly notify Institution and Principal Investigator if any action is 
necessary to delete Sponsor confidential information or to secure 
patent protection for a patentable invention(s) disclosed in any such 
material. Sponsor has no editorial rights over any portion of the 
material. Institution will include in any publication of the results of the 
Study acknowledgment of Sponsor's financial support of the Study. 
Unless otherwise requested by Institution in writing, Sponsor agrees to 
include, in any group publication prepared at the conclusion of the 
Study, acknowledgment of the Principal Investigator's contribution to 
the Study, subject only to the standards of the publishing journal. 
Principal Investigator shall have the opportunity to contribute as an 
author to any publication arising from the Study, including any 
publication arising from multi-Institution Studies, consistent with the 
authorship standards of the International Committee of Medical 
Journal Editors. 

Arguments 
Supporting 
Sponsor’s 
Position 

The Sponsor has legitimate interests in regulating the disclosure of 
Study methodology, data, and Study Results. Early publication of 
Study Results could jeopardize the conduct of the Study. Typically 
studies are carried out at numerous Sites and publication or disclosure 
of Study Results by one investigator at one Site could result in 
Sponsor bias before the Study is completed. Moreover, publication of 
the Study Results of one Site could be very misleading in a large 
Study and therefore, the Sponsor typically reserves the right to 
coordinate publication of a multi-site analysis. The results will be far 
more meaningful and will not be premature in terms of jeopardizing the 
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conduct of a blinded, non-biased Study. Subject safety is overseen by 
the Sponsor, the IRB, FDA, and in some riskier studies by data 
monitoring and safety boards, so Subject safety is not advanced by an 
unbridled right to publish. 

Finally, federal law requires public disclosure of study results of certain 
trials, which  is the Sponsor’s responsibility. This requirement has 
been greatly expanded to include different types of clinical trials and 
specifies data from the trial that must be shared. The Sponsor is the 
best party to coordinate the legal obligation to disclose results with the 
interests of journals in publishing new findings. 

Arguments 
Supporting 
Site’s 
Position 

The Institution, as a nonprofit academic medical center, must have the 
right to independently publish the results of the study. That said, 
because the Sponsor is funding the Study and has written the 
Protocol, the Sponsor should have the right to review proposed 
publications and presentations for Confidential Information and/or a 
disclosure of intellectual property that may require patent protection. 
The Sponsor should be required to promptly review a proposed 
publication so as not to unduly delay the publication of the Study 
Results. Publication must be timely. Thirty days is reasonable for a 
draft manuscript and shorter time frames are reasonable for review of 
abstracts, posters, and presentations. If the Sponsor requests the 
removal of Confidential Information or if the Sponsor wishes to seek 
patent protection, the Institution should not agree to delay publication 
for more than 90 days total (30 days initial review and a 60-day delay 
for patent protection). Any time period beyond that can be viewed as 
preventing the Institution’s right to publish/disseminate the Study 
Results in a timely fashion. 

Institutions also must be sensitive to the fact that manuscripts may not 
be acceptable to high-quality, peer-reviewed journals if the Sponsor 
has more than a limited degree of control over the decision to publish 
and over the content.  

Federal Laws 
and Directives 

 Association for the Accreditation of Human Research Protection 
Programs (AAHRPP Element I.8.D) requires that the Institution 
have an agreement in place with a sponsor about plans for 
publication of the research findings. 

 U.S. Food and Drug Administration Amendment Acts (FDAAA) 
– Public Law 110-85 – Does not directly address publication but 
does require registration of certain clinical studies and may 
require some public access to the results. [See 42 U.S.C. 
§402(j)]. In addition, requiring generally that results of a clinical 
trial must be submitted to clinicaltrials.gov no later than 12 
months after the completion date of the trial. 

 Internal Revenue Service revenue ruling 76-296: Rev. Rul. 76-
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296, 1976-2 C.B. 142: Commercially sponsored research 
otherwise qualifying as scientific research under Code section 
501(c)(3), the results of which are timely published so as to be 
available to the interested public, is scientific research carried 
on in the public interest. Research, the publication of which is 
withheld or delayed significantly beyond the time reasonably 
necessary to establish ownership rights, however, is not in the 
public interest and is the conduct of unrelated trade or business 
within the meaning of Code section 513. 
(www.irs.gov/Charities-%26-Non-Profits/Other-Non-
Profits/Revenue-Rulings-Archive-1976) 

 

State/Local 
Laws and 
Directives 

N/A 

Case Law See Sargon Enterprises, Inc. v. University of Southern California, 
et.al., 2011 Cal. App. Unpub. Lexis 1093 (2011), publication without 
sponsor’s prior review and assent is a breach of contract.  

International 
Laws and 
Directives 

N/A 

Operational 
Consideration
s 

 International Committee of Medical Journal Editors 
Recommendations for the Conduct, Reporting, Editing, and 
Publication of Scholarly Work in Medical Journals sets the 
standards for authorship as well as other journal requirements 
and should be reviewed prior to contract negotiations and 
starting a Study. 

 Many Studies must be registered with clinicaltrials.gov in order 
to be considered for publication in a journal. See previous 
reference to FDAAA. 
 

Other 
Important 
Information  

Publication is very closely tied to the “Confidentiality,” “Data Use,” 
“Ownership,” and “Privacy” sections. These sections must be 
consistent or the Institution may be prohibited from publishing the 
study results. 

Principles on Conduct of Clinical Trials: Communication of Clinical 
Trial Results, PhRMA, July 2011. www.phrma.org/principles-and-
guidelines-clinical-trials; and 

Association of American Medical Colleges, Clinical Trial Contracts: A 
Discussion of Four Selected Provisions (Jan. 2004) available at 
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https://members.aamc.org/eweb/upload/Clinical%20Trial%20Contract
s.pdf.    
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