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July 28, 2016

To those who are required to submit the Regular Disclosure 
on Conflict of Interest for FY 2016  

Toshiya Ueki 
Executive Vice President  
Chairperson for COI Management Committee

Regular Disclosure on Conflict of Interest for FY 2016 

Conflict of interest (COI) management is undertaken to ensure that the interests arising from 
academia-industry collaborations and/or other social contribution activities by directors, faculties 
and staff members will be appropriately managed, so that such interests will not cause any 
inconvenience to the fulfillment of the duties of the university personnel or the neutrality of the 
university.

In order to achieve this objective, the Tohoku University (here in after referred to as the University)
has begun operation of a COI management system, under which COI disclosure will be conducted 
once a year. As you know, COI Management Rules (approved by the Board of Directors on March 
27, 2009) were enforced on April 1 2009. These rules have required all directors, faculties and staff 
members to whom they apply to submit this disclosure document (submission is now mandatory). 

The University has been engaged in COI management based upon continuous 
investigations and requirements verifications, aiming to improve a management 
system that can always respond to the changing of society. We have agreed to make 
this amendment, in order to allow the system to work even more effectively. 

We ask directors, faculties and staff members engaged in academia-industry collaborations and other 
social contribution activities to understand the objective of this COI management system and to 
cooperate in its implementation.

Notes

COI disclosure documents to be submitted: As per the attached

To be submitted by: August 9 (Tuesday)

To be addressed to: Office for COI Management (Please use the attached return mail envelope and 
send directly to the Office)

1) Please direct all inquiries to the office below.
2) Contact the office below to confirm the contents of your disclosure for the previous fiscal year.
3) For the COI Management Rules, please see our Web site.

http://www.bureau.tohoku.ac.jp/coi/regulation/index.html (Japanese version only)

Office for COI Management (Katahira Campus) 
TEL  022-217-4398 (EXT 3401) 
FAX  022-217-6241 
E-mail  rieki@grp.tohoku.ac.jp 

65

資料10



Request for Regular COI Disclosure

In addition to its educational and research activities, Tohoku University (the University) has implemented 
academia-industry collaborations to contribute to society. COI management is essential for academia-industry 
collaboration without any misconduct. The primary purposes of COI management is to ascertain the status of 
such collaboration in order to protect all directors, faculties and staff members from alleged COI misconduct by 
any outside party, and to raise the awareness of COI issues among them. Your kind cooperation in this regard 
will be highly appreciated. 

(1) Regular COI Disclosure is designed to protect directors, faculties and staff members in the event of allegations
made by the media and/or other external parties of conflict of interest arising from academia-industry 
collaborations and/or other social contribution activities and to allow the University to fulfill its accountability 
without losing its reputation .(Clearly stated in the Conflict of Interest Management Policy of the University)

(2) Please answer on the first page of Regular COI Disclosure whether or not you have significant financial
interests, academia-industry collaborations, and/or other relations with each corporation.

(3) On the reverse side of the Regular COI Disclosure Form, please list the names of the relevant corporations, if
any, and describe concretely your financial interests and academia-industry collaboration activities, etc. with those 
corporations. The submission of the form itself does not constitute a problem as conflict of interest. The 
relationships only come into question as conflicts of interest in the event that they adversely affect your activities 
as a University member. The purpose of COI management is to avoid such negative outcomes.

(4) You are requested to disclose information on public research subsidies you have received, if any, on the
reverse side of the form. Please offer relevant information in the designated spaces. 

(5) Please put your signature on the disclosure form.

(6) Please contact the Office for Conflict of Interest Management for any questions and consultations on COI that
may or may not be covered in the disclosure.

(7) When you publish your research work, please take appropriate steps in compliance with the rules of the

relevant academic society or other organizations, following the administrative procedures of the University.

(8) Please note that the contents of your disclosure will be examined by the Conflict of Interest Management

Committee and informed to the head of your department.

Please see the green Instructions for Completing The Tohoku University COI Management Regular
Disclosure Form papers for further information on completing the Disclosure Form and on the meaning of
terms used therein.
Please see the Tohoku University Conflict of Interest Management System” papers for further information

on the University's Conflict of Interest Management System.
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Instructions for Completing 
The Tohoku University COI Management Regular Disclosure Form

Please refer to the points listed below as well as to the attached sample form in completing 
the COI Regular Disclosure Form (hereinafter “Disclosure Form”) and the Appendix (reverse 
side). 

I. Terminology and period

1 Terminology
(1) Academia-industry collaboration refers to joint research, commissioned research
(including clinical trials), commissioned business, academic consulting, receipt of donations 
and research grants, acceptance of commissioned researchers, receipt and provision of the 
outcomes, external professional activities, procurement of goods, equipment and systems, 
business consignments, technology transfers and students' involvement in corporate 
activities. 
(2) Corporations include for-profit companies [stock companies, limited liability
companies (LLCs), limited liability partnerships (LLPs), private limited companies, etc.], 
judicial foundations, incorporated associations, healthcare corporations, non-profit 
corporations such as specified nonprofit corporations (incorporated NPOs) and nonjuridical 
organizations. 
(3) Share warrants is a general term for stock options, inclusive of share warrants and
corporate bonds with share warrants, and refers to the right to obtain shares at a 
predetermined price (exercise price) within a stipulated period.
(4) Financing/guarantees excludes financing/guarantees received from banks and
other financial institutions.
(5) Procurement of goods, equipment and systems or business consignments
includes device repair and services. This includes cases of procuring facilities for 
university use (applies to persons responsible in organizations involved in facility 
procurement such as the chairperson or a member of an in-house committee.) 
(6) Gratuitous receipt and/or borrowing of goods refers to cases where goods
owned by corporations are provided for or used in your lab without any monetary 
payment, with or without a contract or memorandum, (excluding those included in 
research contracts such as joint research contracts, commissioned research contracts, 
etc. regulated by the University). In case the supplier is not the manufacturer or the 
distributor, please state the corporate names of the manufacturer and the distributor, as
well.
(7) Gratuitous provision of services without any formal contract entails the
dispatch of personnel to academic meetings, inspections, and research. You are 
requested to disclose cases where the total amount reaches 2 million yen or over. Here, 
“academic meetings” does not include those co-organized by academic associations 
and corporate entities and those included in joint research contracts and committed 
research contracts.
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(8) Family and relatives are blood relatives to the sixth degree of consanguinity set
forth in the Civil Code as well as spouses and relatives by marriage in the third degree.
e.g. Person in question’s or the Spouse’s parents, grandparents, children, grand children,
siblings, nephews, nieces, and person in question’s cousin et, al.

If you have a question, please contact to Office of COI management.

2. Period covered
The period covered by this Disclosure Form is the current fiscal year (April 1, 2016 to 

March 31, 2017); please include estimates through the end of the fiscal year when
completing the form. 

As for the period of implementation of any academia-industry collaborations, etc., enter 
the period identical to the period of implementation that will be established according to 
each procedure implemented by Tohoku University. When continuing the procedure even 
after the expiration of the period of implementation, please submit the “Disclosure Form for 
New Conflict of Interest (General)” form (available from the website of the Office for COI 
Management) 

II. Reverse side
If you answer “Yes” on the enquiry, please enter the necessary information on this

Disclosure Form (reverse side).

1-1 Officer of a company, non-profit corporation (non-profit organization (NPO),
in corporated foundation, incorporated association, or healthcare corporation

(1) If you work as an officer, you should submit this form whether or not you receive any
remuneration.
For example, if you work as a director of a non-profit organization (NPO) without
remuneration and the period permitted to work as a director is from April 1, 2016 to
March 31, 2017, please enter “April 1, 2016 to March 31, 2017” in the “I-B
Time/Period” column and check “ No remuneration” in the “I-C Amount
(Breakdown)” column. Please enter “ ” in the “II Relations with the corporation, etc.”
column. (Refer to the entry example No. 4 in the attached sheet.)

1-2. Receipt of donations
(1) If your lab (section, hospital department, etc.) receives donations, the professor

(research representative) shall always be obliged to submit a Disclosure Form,
unless another researcher, e.g. an associate professor, has been designated.

(2) Donations whose annual total amount reaches 2 million yen or over have to be
disclosed.

(3) If, for example, you receive 1 million yen on April 22, 2016 and 2 million yen on
September 16, 2016, please enter “April 22, 2016 and September 16, 2016” in the
“I-B Time/Period” column, and check “ ¥2 million – less than ¥5 million” in the “I-C
Amount (Breakdown)” column. In case where you receive donations more than once
during the fiscal year, please follow this example. (Refer to the entry example No. 5
in the attached sheet.)

68



1-3. Joint research, commissioned research, commissioned business (including
consortiums), provision of academic consulting

(1) The person whose name is stated in the contract as the person in charge of research
is obliged to submit a Disclosure Form.

(2) All such research projects whose total annual amounts including all relevant
expenses such as indirect costs, research charges, and consumption tax paid by the
relevant corporations reach ¥2 million yen or over are subject to disclosure.

(3) In the case that you are engaged in a research project for several years, when the
amount of research funds obtained by dividing the total amount paid by the relevant
corporations by the number of years of research reaches 2 million yen or over, such
a research project is subject to disclosure. If you receive, for example, 5 million yen
to cover the expenses of a joint research project whose contract period is the two
years from October 1, 2016 to September 30, 2018, please enter “October 1, 2016 to
September 30, 2018” in the “I-B Time/Period” column, and check “ ¥2 million – less
than ¥5 million (5 million yen /2 years)” in the “I-C Amount (Breakdown)” column. In
the case that you are engaged in a research project lasting for more than one year,
please follow this example. (Refer to the entry example No. 6 in the attached sheet.)

1-4 Gratuitous receipt and/or borrowing of goods, gratuitous receipt of services
(1) All such receipts have to be disclosed regardless of whether they are with or without

a contract (excluding those included in research contracts such as joint research
contracts, commissioned research contracts, etc., regulated by the University).

(2) You are obliged to disclose receipts of goods and services whose total amounts are
valued at 2 million yen or over.

(3) If your lab borrows, for example, a measuring instrument valued at 10 million yen
(with a contract for the lease period of April 1, 2016 to March 31, 2017), enter “April 1,
2016 to March 31, 2017” in the “I-B Time/Period” column, and check “ ¥5 million or
over (measuring instrument currently borrowed by our lab)” in the “I-C Amount
(Breakdown)” column. Also, please attach a copy of the relevant contract or other
relevant document to the Disclosure Form. (Refer to the entry example No. 7 in the
attached sheet.)

1-5. Procurement of goods, equipment, systems, etc., and business consignments
(1) The procurement of goods, equipment, systems, etc., from one corporation and

business consignments to one corporation whose total annual amount exceeds 3
million yen (including accumulated small amounts) are subject to disclosure. When
you plan to procure goods, equipment, systems, etc., within the disclosure period, you
are obliged to disclose the planned procurement.

(2) If your lab plans to procure, for example, an analytical instrument valued at 5 million
yen in November 2016, please enter “November 2016 (planned)” in the “I-B
Time/Period” column, and check “ ¥5 million or over (procurement of an analytical
instrument)” in the “I-C Amount (Breakdown)” column. (Refer to the entry example No.
8 in the attached sheet.)

(3) When you plan to procure goods, equipment, systems, etc., by bidding, and the
corporations from which you will procure them are not fixed, you do not need to make
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a disclosure this time. When the corporations are fixed, you are required to inform the
Office for COI Management of the names of the corporations.

2. Relations with public research funds
(1) When you receive public research funds related to financial interests and

academia-industry collaboration with the corporations entered in the I-A column, you 
are obliged to disclose the names of the providers of such public research funds and 
the amounts of the funds.

(2) For instance, if public research funds used for joint researches with corporations are
re-committed by the corporations that have received these funds from the Ministry of
Education, Culture, Sports, Science and Technology, or if financial resources to
procure goods come from subsidies from the Ministry of Health, Labour and Welfare,
please enter the necessary information in the III-A and III-B columns.

III. Submission

1. Once you have completed the Disclosure Form, please seal it in the enclosed reply
envelope and submit it to the Office for COI Management.

2. You may be subsequently contacted by the Office for COI Management if an interview is
deemed necessary to ensure proper COI management, and your cooperation in this
regard would be highly appreciated.

3. This Disclosure Form submitted by directors, faculties and staff members will be
examined by the Conflict of Interest Management Committee and informed to the head
of your department. Please bear in mind that the information contained therein could be
disclosed in the event that a request for disclosure is made by a court or in accordance
with law where the University is legally required to comply with this request.

IV. Post-disclosure management

1. The Committee for COI Management check disclosure which faculties and staffs.
2. The Committee for COI Management might request that these persons avoid certain

actions in order to ensure no apparent or actual COI (Article 31 of the Rules).
3. Those who receive a notice of such requests will be required to comply with them

(Article 31.4 of the Rules). If, however, the person receiving the notice has any
objection to the requests he/she may file an appeal to the Committee for COI Appeals*
(Article 32 of the Rules).

*COI Appeals Section, Industry-University-Government Collaboration Division, is in charge of
the secretariat of the Committee for COI Appeals. 

V. On disclosure conducted at Tohoku University

1. Clinical Research disclosure
The disclosure system of COI management for Clinical Research is available. Please
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check the details on the website of the Office for COI Management.

2. Disclosure for Health and Labor Science researches and AMED researches
Those who (plan to) conduct researches using funds for Health and Labor Science
researches and AMED researches are obliged to disclose COI for individual research
projects, regardless of whether or not research funds are allocated, based on the
Guidelines for COI Management in Health and Labor Science Researches (MHLW) and
the Rules on COI Management in Research Activities (AMED).

3. NIH(National Institute of Health) grant disclosure
When disclosing research grants from the National Institute of Health (NIH) in the US,
you should follow a different procedure from that of the University. For details, please
read Q9 in the paragraph “Q&A on conflict of interest management” in the enclosed
document “Tohoku University Conflict of Interest Management System.” When you
receive an NIH grant, consult with the Office of COI Management.
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Tohoku University
Conflict of Interest Management System

Implementing conflict of interest management

Tohoku University’s (here in after referred to as the University) academia-industry collaboration 
policy positions the collaboration and other social contributions as the “Third Mission” after 
education and research, and makes clear that the University as an organization will carry out this 
mission.

In pursuing academia-industry collaboration, the University’s directors, faculties and staff 
members will naturally enter into relationships of financial interest with companies, etc. and earn 
compensation or other types of income from these activities. Through enhancing the profitability of 
these companies/institutions, academia-industry collaboration benefits society, and receiving a 
portion of these profits as remuneration presents no problem whatsoever. However, when higher 
priority is given to directors, faculties and staff members' own interest than to the social benefits 
derived from academia-industry collaboration with the result that the activities of directors, faculties 
and staff members adversely affect fulfillment of his/her primary educational and research 
responsibilities or the neutrality and credibility of the University, then it is inevitable that charges of a 
conflict of interest will be alleged by the public, and it might cause troubles to his/her educational 
and research activities in the University. 

The Conflict of Interest Management (hereinafter called COI Management) of Tohoku University 
ensures its accountability to the public for protecting its directors, faculties and staff members who 
might be alleged by the media to give higher priority to their own self-interests than social benefits 
during their academia-industry collaboration activities. To achieve these objectives, our faculties are 
required to disclose to the University whether they have any relations with companies (corporations, 
organizations, etc.), including financial interests and/or academia-industry collaboration activities,
then the COI Management Committee reviews the contents and requests them to take certain steps 
to avoid actual conflict of interest emerged.

Industry-University-Government Cooperation Policy (tentative translation)

Tohoku University has been committed to the “Research First” principle and “Open-Door” policy since 
its foundation, and has been internationally recognized for its outstanding standards in education and 
research. The university contributes to peace and prosperity of human society by devoting itself to 
research useful in the solutions of societal problems and for the education of human resources in the 
capacities of leadership.   

The university aims to become a “World-class university” that contributes to the human society by 
applying the knowledge it has been accumulated over the past century and devoting itself to continuous 
research and education for the next century.
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Under the plan to be “a university open to the world and region”, the university contributes to 

development of the human society by its collective strength, and human and intellectual resources, and 
by collaborating with our region and international society. Industry-University-Government cooperation is 
a core of social contribution that is the third mission of the university followed by education and research, 
and one of the important means of delivering the benefits of knowledge. The university is actively 
committed to Industry-University-Government cooperation on the basis of its 
“Industry-University-Government Cooperation Policy” as follows:

1. Increase the added social value of the University’s research and education by actively transferring
their scientific and technological achievements to industry and the other sectors, steadfast to the

University’s founding principles of “Research First” and “Practical-Oriented Research and
Education”. (No change from the former policy)

2. Promote technology transfer and collaborative research as well as research generating
world-leading technological innovation as our international Industry-University-Government
cooperative activity

3. Aim to be a driving force for regional innovation by promoting continuous
Industry-University-Government cooperation to solve regional problems, and contribute to
development of Japanese economy and society

4. Conduct an Industry-University-Government cooperative activity with international perspective by
building an organization at the university for promotion of Industry-University-Government

cooperation and by collaborating with related international and domestic organizations on the basis
of orchestrating the university’s resources

5. As fundamentals of promotion of Industry-University-Government cooperation achieve social
accountability through ensuring transparency and compliance with international and domestic
statutes, and international treaties and arrangements

Tohoku University’s COI management policy 

Tohoku University has prepared and approved a COI management policy by which it will 
manage conflicts of interest in keeping with its academia-industry collaboration policy.

Tohoku University COI Management Policy (tentative translation) 

In line with its policy on academia-industry collaboration, Tohoku University deems its third mission – after 

education and research – to be contributing to society in ways that actively give back to the public the fruits of 

knowledge and that promote the welfare and development of humanity. 

When faculties and staff members contribute to society by collaborating and cooperating with non-University 
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COI management at Tohoku University
In compliance with the above policy, Tohoku University has instituted the practice of routinely requiring 

directors, faculties and staff members to file a regular annual report (regular disclosure). Based on this 
regular disclosure report, the University will determine those who have a potential COI and will remind 
them of areas in which they must exercise caution while they are involved in the collaboration. If 
necessary, the University will also indicate amendments which it requires to be introduced into the 
agreement with the partner corporation in accordance with the rules to regarding the appearance of COI. 
If the appearance of COI is indicated, the University will follow these rules in its accountability to the 

media or other outside parties regarding the legitimacy of activities by directors, faculties and staff 
members who are engaged in academia-industry collaboration to protect them from any inconvenience. 

The University understands that there is the potential for misunderstanding on the part of directors, 
faculties and staff members that the obligation to make regular disclosures is imposed to acquire 
information about misconduct. This misunderstanding may arise from the use of phrases such as 
“conflict of interest” and the way of procedure requesting the disclosure of private interest. The University 
would therefore like to clarify that although it does stipulate an upper limit to the amount of remuneration 
which faculty and staff members may receive from activities undertaken outside the University, it does 
not prohibit faculty or staff members from receiving fair compensation in the course of academia-industry 

companies and institutions, a close connection will naturally arise between the benefits accruing to the individual 

faculty or staff member from these activities and the benefits enjoyed by the public and the University.  To earn 

public trust as an organization and to promote academia-industry collaboration by faculty and staff members, 

Tohoku University must carefully manage conflicts of interest to ensure that the individual benefits derived from 

academia-industry collaboration do not impede the faculty and staff member’s responsibilities as the University 

employees and/or harm the public interest. 

Accordingly, Tohoku University will: 

1. Maintain highly transparent academia-industry collaboration and seek to contribute to society in ways that

benefit the public.

2. Develop a COI management system for academia-industry collaboration and apply this system in making social

contributions to ensure that the individual benefits derived from such collaboration are not given priority over

the faculty and staff member’s responsibilities as a University employees and/or the public interest.

3. Request that faculty and staff members shall disclose certain financial information in relation to

academia-industry collaboration and, when necessary, take necessary measures to avoid misconducts arising

from individual benefits due to conflict of interest as part of its careful COI management system.  Personal

information collected in this process will be managed properly as stipulated by law and thoroughgoing

protection will be provided for the privacy of faculty and staff members and any obligation of confidentiality

they may have assumed.

4. Will fulfill accountability in COI management whenever conflict of interest is publicly alleged with regard to

faculty and/or staff members engaged in academia-industry collaboration under COI management.
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collaboration. On the contrary, the University considers academia-industry collaboration to be its “third 
mission,” in line with its policy on academia-industry collaboration. Based on this perspective, the regular 

disclosure can be considered as a report of performance regarding academia-industry collaboration and 
something that faculty and staff members can take pride in. 

The University sincerely hopes that all directors, faculties and staff members fully understand the 
purpose of Tohoku University’s COI management that you will actively cooperate in submitting the 
regular disclosure report. This will be highly appreciated. Please address any inquiries or comment to 
the Office for COI Management. 

Management implementation

1. Regular disclosure: the University will ask directors, faculties and staff members to submit the
Disclosure Form at regular intervals regarding whether they have any relations with
corporations and/or other organizations, including financial interests and academia-industry
collaboration activities.

2. Disclosure for New Conflict of Interest: the University will request that directors, faculties and
staff members submit disclosures no later than two months earlier in the case where there
arise any amendments to details in the Disclosure Form, or the person concerned has new
financial interests or start new academia-industry collaborations with corporations or other
organizations. (Disclosure Form for New Conflict of Interest is available on the website of the
Office for COI Management at )

3. The Committee for COI Management, after examining the disclosures in 1 and 2 above for the
potential for misconduct due to conflict of interest and after determination about the same, may
grant approval or request that directors, faculties and staff members take specific measures to
avoid misconduct due to conflict of interest in academia-industry collaboration.

4. Should any director, faculty or staff object to the request made by the Committee for COI
Management, he/she may file an appeal with the Committee of COI Appeals. If the Committee
of COI Appeals rules that the objection is legitimate, that Committee will then notify the
Committee for COI Management of the matter and the Committee for COI Management will be
required to reconsider the request.

5. The director, faculty or staff member shall comply with the ruling made by the Committee of COI
Appeals and/or the result of reconsideration by the Committee for COI Management.

6. The disclosure system of COI management for Clinical Research is available. Please check it
on the web site.

7. For employees who are or will be engaged in Health and Labor Science researches, we have
scheduled a different implementation period of COI management. Those who are or will be
engaged in such research are requested to contact the related personnel in their department.
Please note that not only main researchers but also co-researchers are subject to COI
management.
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Regular disclosure process
1. The Office for COI Management will send each director, faculty or staff member the Regular

Disclosure Form.
2. The director, faculty or staff member will be required to complete the form in accordance with the

instructions provided, and return the form by internal university mail to the Office for COI
Management by the stipulated deadline.
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The necessity of COI management
KYOTO HEART Study

At the end of 2012, because of imperfect data, several journals of academic societies in Japan 
and Europe retracted a research paper written by a former professor of Kyoto Prefectural University 
of Medicine (resigned in February 2013) on the results of the “KYOTO HEART Study,” a clinical 
research of a medicine to treat high blood pressure named “Diovan” (Valsartan) produced by
Novartis Pharmaceuticals Corporation. The findings of the clinical research, which was mainly 
conducted by Kyoto Prefectural University of Medicine, showed that Diovan could reduce the risks 
of stroke and angina pectoris as well as lower the blood pressure. Novartis Pharmaceuticals, the 
manufacturer of the medicine, used the findings for advertising of the medicine targeted at doctors. 
Although the company donated JPY 100 million or more over four years to the course of the former 
professor, who had the overall responsibility for the research, this fact was not disclosed in the 
paper. In addition, despite the fact that some employees of Novartis Pharmaceuticals Corporation 
took part in the research, some of their names did not appear in the paper and the others were 
recorded as persons belonging to Osaka City University, where they served as part-time instructors.
In this research paper, the following problems have been pointed out: the lack of appropriate 
disclosure of the source of research funds and the status of academia-industry collaboration; and 
the uncertain reliability of the research findings.

Information Disclosure based on JPMA’s “Transparency Guideline for the Relation between 
Corporate Activities and Medical Institutions”  

Following the enactment of the Physician Payment Sunshine Act included in the Patient Protection 
and Affordable Care Act in the U.S., the Japan Pharmaceutical Manufacturers Association (JPMA) 
prepared the “Transparency Guideline for the Relation between Corporate Activities and Medical
Institutions (Transparency Guidelines),” by which JPMA’s member companies are required to disclose 
information on their provision of funding to medical institutions on their websites from previous academic 
year. For grants to academic research funding, the items required to be disclosed include the names of 
the recipient’s affiliation and course and the number and amounts of grants. Regarding writing fees and 
other remunerations, the disclosure of the number of articles and the amount of remuneration for every 
article started in academic year 2014 in addition to the recipient’s name and affiliation. According to the 
guidelines prepared in April in 2015, the disclosure of the name of recipient’s affiliation, the number and 

amounts of grants to some research and development funding are planned to be started in academic 
year 2017 (for the grant provided in academic year 2016). This university gives its consent on 
information disclosure in accordance with the similar guidelines to the Japan Federation of Medical 
Devices Associations, the Japan Association of Clinical Reagents Industries and the Japan Blood 
Products Association. This trend of disclosure is likely to spread to other research fields.

Conflict of interest and the Tamiflu case
The Tamiflu case—which triggered the introduction of COI Management Systems by research 

organizations as a mandatory prerequisite for applying for scientific research funding from the Ministry of 
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Health, Labour and Welfare—an allegation was made that a university researcher who was a member of 
a committee studying the side effects of Tamiflu failed to point out potential side effects because of the 

donations he had been granted by Chugai Pharmaceutical Co., Ltd. which sold Tamiflu. 

The Gelsinger case
At the end of 1999 in the United States, there was an incident in which the trial subject, an 18-year-old 

by the name of J. Gelsinger, died during clinical research being conducted by J. Wilson, Director of the 
Gene Therapy Laboratory at the University of Pennsylvania. The clinical research being undertaken in 
what has come to be known as the “Gelsinger case” was funded by the venture company, Genovo, 
which had been started by Wilson himself. The rights to commercialize the research products had also 
been awarded to Genovo so Wilson, therefore, was alleged to have violated conflict of interest laws by 

pushing ahead with the clinical research—knowing the potential risks—in order to secure the growth of 
his company and increase the value of his own shares. Additionally, a court ruling was made against the 
University of Pennsylvania ordering suspension of federal research funding and the payment of 
compensation which reportedly amounted to as much as US$ 10 million for having failed to meet conflict 
of interest obligations. It is generally believed that the Gelsinger case was the trigger for U.S. universities 
to begin serious implementation of conflict of interest management and to take a firm line on venture 
business.

Why is conflict of interest management necessary?
When a university faculty or staff member acquires private equity in a venture business, obtains a 

donation exceeding a stipulated amount or receives remuneration exceeding a specified amount 
(generally called Significant Financial Interests), the relationship of conflict of economic interest (private
interest) is considered to have arisen with regard to the entity providing the entity in question. The 
holding of a private interest in of itself is not considered to be anything wrongful. However, in the 
undertaking of activities related to academia-industry collaboration with a corporation in which a 
university faculty or staff member has a conflict of economic interest, it is impermissible for such person 
to even unconsciously provide a corporation with preferential or special treatment (known as “bias”) or to 
withhold any research result which may be unfavorable to the corporation (that is, to undermine public 
interest). Such activities as explained above are the focus of conflict of interest management 
implemented by universities involved in academia-industry collaboration with corporations in which a 

researcher has a conflict of economic interest (private interest) to avoid damaging public interest.  

Appearance of conflict of interest
The real challenge of COI management is manifest in situations where the media releases reports 

based on assumptions that the public interest has been harmed even when this is not the case in 
actuality. This is known as the “appearance of conflict of interest.” How to deal with this issue constitutes 

the core of COI management. It is essential that the University ask directors, faculties and staff 
members to disclose information on COI (private interest) they may have with external parties involved 
in any academia-industry collaboration (public interest) so 
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that the University can assess the reasonableness of such activities and either grant approval or request 

that the directors, faculties and staff members make such modifications as may be necessary. 
Provided directors, faculties and staff members abide by these rules, the University will accept the 
burden of accountability to media and others who may allege potential cases of appearance of conflict of 

interest (apparent COI), thus freeing directors, faculties and staff members from any inconvenience 
arising from such a case. This is the goal of COI management.

Q&A on conflict of interest management

Q1. Why is the University implementing COI management?
A1. In engaging in academia-industry collaboration and other public activities, the University’s 

directors, faculties and staff members will come to have financial interests in external companies, 
etc., and will receive compensation and other benefits from these activities.  As these activities 
are beneficial for companies, etc. and thus contribute to the public interest, profiting from 
accomplishments through remuneration presents no problem whatsoever.  However, public 
allegations of misconduct attributable to conflict of interest are inevitable if the benefits to the 
director, faculty or staff member concerned are given greater priority than the social benefits 
generated through these activities and, as a consequence, these activities have an adverse 
impacts on the director, faculty or staff member's performance of his/her educational and 
research responsibilities or on the neutrality and credibility of the University.  Tohoku University 
is pursuing COI management to allow directors, faculties or staff members to engage in 
academia-industry collaboration without any concern that these activities will be hindered due to 
conflict of interest.

Q2. What happens if a faculty and staff member does not submit a disclosure?
A2. With the enforcement of the COI Management Rules in April 2009, it became mandatory for all 

directors, faculties and staff members who are subject to disclosure to submit the Disclosure 
Forms (Regular, New COI, Clinical Research and Health and Labor Sciences Research) and 
comply with the request made by the COI Management Committee. In the face of public 
allegations regarding academia-industry collaboration, Tohoku University cannot fulfill its 
accountability regarding conflict of interest involving directors, faculties and staff members who 
do not submit disclosures or fail to comply with the request made by the COI Management 
Committee, and have no choice but to disclose their misconduct, which may give rise to more 
harsh social criticism. This is why we strongly recommend that our directors, faculties and staff 
members involved in academia-industry collaboration submit regular and advance disclosure 
forms, including reports on clinical research and health and labor research. Should any director, 
faculty or staff member oppose to the judgment or the request made by the COI Management 
Committee, he/she may file an appeal with the Committee of COI Appeals. 

Q3. What steps are taken after the regular disclosure?
A3. Once the Regular Disclosure Form has been submitted directly and confidently to the Office for 

COI Management by internal university mail, the Office for COI Management will open the 
sealed form and determine the status of any conflict of interest involving directors, faculties and 
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staff members.  If any of the questions on the first page of the Regular Disclosure Form is 
applicable and the necessary information is entered into the reverse side, the Committee for COI 
Management will consider measures for addressing any potential conflict of interest and will, 
when necessary, request that directors, faculties and staff members take certain steps to avoid 
misconduct due to this conflict of interest. Should public allegations arise regarding the 
involvement of directors, faculties and staff members in academia-industry collaboration or other 
public activities in compliance with such request, the University will fulfill its accountability with 
regard to their conflict of interest. Submitted Disclosure Forms will be properly managed as 
personal information as stipulated by the law.

Q4. What will happen following the submission of disclosure under the COI Management 
program?
A4. Depending on the findings of the COI Management Committee, a notice of approval or 
request for COI avoidance measure, etc. All directors, faculties and staff members are required 
to comply with any such request or instructions. Should any director, faculty or staff member 
object to the content of the avoidance request, etc., he/she may file an appeal with the 
Committee of COI Appeals. If the Committee of COI Appeals rules that the objection is legitimate, 
that Committee will then notify the Committee for COI Management of the matter and the 
Committee for COI Management will reconsider the request. The director, faculty or staff 
member shall comply with the ruling made by the Committee of COI Appeals and/or the result of 
reconsideration by the Committee for COI Management.

Q5. Is a disclosure necessary for academia-industry collaboration begun only after the 
Regular Disclosure has been submitted?

A5. If a director, faculty or staff member who was ruled as having potential conflict of interest by the 
Committee for COI Management as a result of the Regular Disclosure starts a new 
academia-industry collaboration with a company that has a financial interest, he or she is
required to submit the “Disclosure Form for New Conflict of Interest (general)” form no later than 
two months prior to the beginning of the new academia-industry collaboration. And if a director, 
faculty, or staff member who has no financial interests and/or academia-industry collaboration 
with a company and is not subject to disclosure becomes subject to such disclosure, he or she is
also required to submit the “Disclosure Form for New Conflict of Interest (general)” form no later 
than two months prior to the beginning of the new collaboration which comes him or her to have
potential conflict of interest.

Q6. Is it necessary to notify the Committee for COI Management when there is any change 
to the information provided in the periodic disclosure?

A6. It is essential that the University should have the most up-to-date information in order to fulfill 
its accountability with respect to COI management for directors, faculties and staff members 
submitting the Regular Disclosure. Therefore, please voluntarily submit the “Disclosure before 
the Occurrence of COI Events (general)” form whenever any change occurs in the 
submitted COI disclosure form.

Q7. Is consideration by the Committee for COI Management necessary when medical and 
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health research involving human subjects is conducted?
A7. When applying for the implementation of medical and health research involving human 

subjects to the Ethical Review Committee based on the Ethical Guidelines for Medical and 
Health Research Involving Human Subjects (MEXT/MHLW), you are required to go through the 
consideration process by the Committee for COI Management prior to the consideration by the 
Ethical Review Committee, if any of the COI items in the Conflict of Interest Management 
Disclosure Form concerning Medical and Health Research Involving Human Subjects (Outline)
applies to your research. In such case, please complete the Conflict of Interest Management 
Disclosure Form concerning Medical and Health Research Involving Human Subjects (Details) 
and submit it to the Committee for COI Management along with the application documents for 
ethics-related research.

Q8. Is it impossible to conduct research using subsidies for Health and Labor Science
researches or AMED research funds unless I am subject to COI management?

A8. When conducting research using relevant research funds based on the Guidelines for COI 
Management in Health and Labor Science Researches (MHLW) and the Rules on COI 
Management in Research Activities (AMED), you are obliged to be subject to COI management 
at the organization to which you belong. Since it is necessary to make a disclosure for individual 
research projects, please be sure to submit the Conflict of Interest Management Disclosure Form 
(Subsidies for Health and Labor Science researches/AMED research funds) and undergo the 
consideration process by the Committee for COI Management when conducting relevant 
research projects.

Q9. What procedures are required in COI Management for receipts of research grants from 
the NIH?

A9. In the U.S., a new law concerning COI (the “last regulations”) was enacted in August 24, 2012. 
In accordance with this law, universities and other research institutions are required to perform 
COI management conforming to the latest regulations against the receipts of grants provided by
the National Institute of Health (NIH), which belongs to the United States Public Health Service
(PHS), a subordinate organization of the United States Department of Health and Human 
Services (HHS), after the date of enforcement of the law. While the latest regulations contain
most of the details of the old COI law established in 1995, universities and other research 
institutions are clearly defined as actors of COI management in the latest regulations. The new 
law characteristically provides standards such that income from side jobs and other 
remunerations for work at a company in the amount of US$ 5,000 or more, and business trips
sponsored by a company are required to be disclosed. In the latest regulations, not only main 
researchers but also co-researchers are required to be subject to COI management. Although the 
latest regulations are applied to grants adopted after the date of enforcement in 2012, grants that 
have been provided before the date can be the target of COI management if the affiliation of the 
relevant researcher is changed after the date. Since this University’s COI Management conforms
to the latest regulations, we also require co-researchers to submit the Disclosure Form for NIH 
grants.
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Instructions for Completing 
Tohoku University Disclosure Form for New Conflict of Interest General

Please refer to the points listed below in completing the Tohoku University Disclosure Form
for New Conflict of Interest General .

1 Standards and Terminology
Standards

Annual income of ¥1 million or more from a single corporation regardless of the name
such as lecture and loyalty. This covers remuneration for the total income received from
one corporate entity excluding income from the central governmental ministries and
agencies, independent administrative corporations, local public organizations and
schools and medical work for hospitals and other medical institutions. Royalty income of
2 million or more (total of the amount allocated to individuals and the amount allocated to
the lab) based on intellectual property is subject to disclosure.
Holding of 5% or more of the outstanding shares of a listed company
Holding of one or more shares of an unlisted company (includes companies that have
only been listed within the past year)

Terminology
Academia-industry collaboration external professional activities, refers to joint
research, commissioned research, commissioned business, academic consulting, receipt
of donations and research grants, acceptance of commissioned researchers (including
corporate employees undertaking postdoctoral fellowships), receipt or provision of
outcomes, Procurement of goods, equipment, systems, business consignments,
technology transfers and students' involvement in corporate activities.
Corporation refer to companies, institutions etc.
Institutions include private companies, national, local public organizations, independent
administrative corporations, public interest corporations healthcare corporations, school
corporation and incorporated NPOs.
Share warrants is a general term for stock options, inclusive of share warrants and
corporate bonds with share warrants, and refers to the right to obtain shares at a
predetermined price (exercise price) within a stipulated period.
Financing/guarantees exclude financing/guarantees received from banks and other
financial institutions.
Capital injection refers to providing finance for limited liability companies (LLCs), limited
liability partnerships (LLPs).
External professional activities This disclosure excludes external professional work for
the central governmental ministries and agencies, independent administrative
corporations, local public organizations and schools and medical work for hospitals and
other medical institutions. Part-time worker who does not require permission for activities
but still engage in activities is also asked to report.
Procurement of goods includes manufacturers and distributors. This includes cases of
procuring facilities for university use (applies to persons responsible in organizations 91
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involved in facility procurement such as the chairperson or a member of an in-house 
committee.)
Gratuitous receipt and/or borrowing of goods refers to cases where goods owned by
corporations are provided for or used in your lab without any monetary payment,
regardless of the monetary amount (excluding those included in research contracts such
as joint research contracts, commissioned research contracts, etc. regulated by the
University).
Gratuitous receipt of services entails the dispatch of personnel to academic meetings,
inspections, and research. Here, “academic meetings” does not include those
co-organized by academic associations and corporate entities and those included in joint
research contracts and committed research contracts.
Technology transfer refers to the transfer to companies/institutions of research products,
copyrights, etc. owned by Tohoku University as intellectual property. Please report the
relationship between companies and organizations to which the technology has actually
been transferred.

2 Submission
Once you have completed the Disclosure Form, please submit it to the Office for COI

Management In-house mail. (In-house mail Box No. B16-3)
When you make a report on your side business, submit a copy of the Application Form for 

Permission for Side Business (the form yet to be approved is available). Please note that you 
can be requested to submit other materials regarding a document explaining the outline of 
companies in which you are involved and other things.

The details that you report in this document can be subject to inquiry of the Office for COI
Management.

Please note that the contents of your disclosure will be examined by the Conflict of Interest
Management Committee and informed to the head of your department.
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* For the name of company, confirm its official name and write it without omitting 'Co., Ltd.' or other words.

(Date of the committee's approval   Month   Day    Year    )

 Q1. For your financial interests, write the all numbers of items from  to  corresponding to your situation.

  Report on a new COI case / Report on a continuation

4. Enter the numbers of items corresponding to your relationship with the company mentioned above in the following
Q1 and Q2.

3. Have you submitted the Regular COI Management Report for academic year 2016?(Circle the appropriate answer.)

Receipt of donations (excluding operating costs for donation lectures)3) Receipt of research grants3)

Acceptance of commissioned researchers including corporate employees undertaking postdoctoral fellowships)

Receipt or provision of outcomes (including those based on MTA regulated by the University)
Procurement of goods, equipment, systems, etc. and business consignments of annual amounts exceeding three million yen

per year (other than educational and research purposes; this includes cases where a decision-maker is introducing university facilities, etc.

including the determination of specifications and selection of models. Device repair and services are also included.)4

 Q2. For your academia-industry collaboration, write the all numbers of items from  to  corresponding to your situation.

External professional activities [work or clerical tasks done by the University's employees for organizations other than the University,

with or without  remuneration] Joint research3) Commissioned research (including clinical trials) 3)

Left align

Ownership of unlisted shares: one share or more (including shares of corporations that have gone public within  the past one year),
Capital injection for LLC, LLP, private limited company etc.

Ownership of share warrant (unexercised)

Receipt of annual income of more than one million yen1) [Regardless of the name such as lecture and loyalty, the total income
received from one corporate entity, dividends from shares and the sale of shares]

Receipt of annual royalties of more than two million yen for intellectual property rights (patent, transfer of copyright, etc.) (total of

the amounts allocated to individuals and to the lab)2)

Receipt of financing/guarantees (other than from banks or other financial institutions)

Commissioned business (including consortiums) 3) Provision of academic consulting3)

Technology transfer2) (patent, transfer of copyright, etc.) Students  involvement in corporate entities

Ownership of listed shares (5% or more of outstanding shares)

(1) Submit this document only if Q1 or Q2 in item 4 is applicable to you.
(2) Please note that the contents of your disclosure will be examined by  the Conflict of Interest Management Committee
and informed to the head of your department.
(3) The details that you report in this document can be subject to inquiry of the Office for COI Management.
(4) When you make a report on your side business with the attached document, submit a copy of the Application Form for
Permission for Side Business (the form yet to be approved is available). Please note that you can be requested to submit
other materials regarding a document explaining the outline of companies in which you are involved and other things.
(5) How to submit: In-house mail, Address: The Office for COI Management (Box No.: B16-3), Tel: 217-4398

Tohoku University Disclosure Form for New Conflict of Interest General

To Chairperson for COI Management Committee

Name of corporation * /

Left align

Gratuitous receipt and/or borrowing of goods, gratuitous receipt of services [regardless of the monetary amount and with or
without a contract or memorandum(excluding those included in research contracts such as joint research contracts, commissioned
research contracts, etc. regulated by the University)]

2. Circle the item corresponding to this report, and if this report is about the continuation of a COI case, write the date
when the previous application was approved by the COI committee. Circle also the item corresponding to the type of
this application.

Yes, I have / No, I haven't * * If you have not submitted the report, immediately submit it with this document to the Office for COI Management
because the committee cannot assess and evaluate this report without it. The form for regular COI management
report are sent directly to person subject to COI management every year in the period from late July to early August.

If you are not sure that you have to report a case in which you received something valuable but that is not applicable to items listed in Q1 or Q2,
consult with the Office for COI Management. (Phone of Office for COI Management: 217-4398)

1. Write the name of the company subject to COI management.
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1) Excluding income from the central governmental ministries and agencies, independent administrative corporations, local public organizations
and schools and medical work for hospitals and other medical institutions.
2) If the transfer was made via TLO, please declare the relationship with the company to which the technology was actually transferred, and
please declare that the transfer was made via TLO.
3) Requested to disclose cases where the total amount reaches 2 million yen or over.(External professional activities is work or clerical tasks
done by the University's employees for organizations other than the University, with or without  remuneration. This disclosure excludes external
professional work for the central governmental ministries and agencies, independent administrative corporations, local public organizations and
schools and medical work for hospitals and other medical institutions.
4) Accumulated small amounts are included in the annual amounts of three million yen. The term decision-maker  refers to a person in a
position that carries the right to make decisions or being a member (or the chairperson) of an internal committee established for the purpose of
making decisions.
5) If any of your students participate in a company that you are involved with or any activities other than academic education.
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(1) Amount

(3) Time or period of acquisition

(1) Amount (2) Time (or period) of acquisition

(3) Type of Intellectual Property (patent, copyright, etc.)

Specific details

(1) Date you obtained the loan/guarantee (2) Amount

(1) Period of loan/guarantee (2) Amount

(3) Period of engagement

(2) Amount

Number of persons accepted (Enter only the number of contract researchers)

Specific details

(2) Amount

(1) Type of Intellectual Property (patent, copyright, etc

Specific details

comment

(Year) (Month) (Day)

 Applicable to Students
involvement in corporate entities

(4)Time (or period) of acquisition

Applicable to External professional
activities

Enter  in the box for applicable items.
If you wrote about your side business in , you do not need to fill in .

(1) Type of External professional activities  General  Board member Title

(2) Income

(3)Amount

(4) Time of technology transfer

(2) Time of technology transfer

(1) Date of acquisition (sell-
off/investment)

(2) Number of stocks you acquired/sold
(trading unit of shares)

5. Write the details of items of numbers that you entered in Q1 or Q2 in 4 into the applicable columns below.

SignatureJob titleDivision

Applicable to annual income of 1 million yen or more Write  in the box for applicable items. If you answer that
the type of the income is a side business in (2), you do not
need to enter .

Compensation  Dividend, etc.  Honorarium  Manuscript fees/royalties  Other

(1) Time of the activity to be
conducted (period)

(1) Time of the activity to
be conducted (period)

Applicable to Receipt of financing/guarantees

(3) Number of stocks you currently
own (trading unit of shares)

I hereby certify that this disclosure is accurate. 

Joint research Commissioned research (including clinical trials)
Commissioned business (including consortiums) Provision of academic consulting

Applicable to
Procurement of goods

 Applicable to
technology transfer

If you wrote about your technology transfer in , you do not need to fill in .

Acceptance of commissioned researchers (including corporate employees undertaking postdoctoral fellowships)

Applicable to Receipt or
provision of outcomes

Applicable to Gratuitous receipt and/or borrowing of goods, gratuitous receipt of services

Applicable to Joint research, commissioned research, commissioned business,
and/or provision of academic consulting

If you have one or more unlisted stocks (including stocks listed one year ago or later), 5% of issued stocks or an equity warrant of a listed
company or are financing an LLC, circle the appropriate item below and write the details.

Applicable to Receipt of annual royalties of more than two million yen for intellectual property rights

(4) Total number of share issued

(5) Amount of money you paid
for/received or invested

(6) Reason for the acquisition (sell-off)
or investment

Enter  in the box for applicable items.  If the amount of money does not reach 2 million yen for the year, you do not need to enter.

If there is not enough space, use another sheet (any style is OK) and submit it with this report.

Applicable to Ownership of unlisted shares,Capital injection,Ownership of listed shares,Ownership
of share warrant

(2) Type of Income  External professional activities (  General  Board member  Title  )

Receipt of research grantsReceipt of donations(excluding operating costs for donation lectures)
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FINER Criteria
• Feasible
• Interesting
• Novel
• ETHICAL
• Relevant

Cummings SR, Browner WS, Hulley SB. (2001)
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•

•
•
•
•
•
•

OHRP: Office for Human Research Protections
ORI: Office for Research Integrity
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CITI e-Learning

http://www.citiprogram.jp/

.

Plagiarism

.

I R B 

ES iPS

NIH National Institute of Health at Maryland, USA

OHRP ORI NIH
COI

NIH

NIH
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COI Policy Stance 
M. Cuffe, Conflict of Interest in Clinical Medicine: Perspectives from Academic Medicine AAMC FOCIA 2009 

PROPER 
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Loss from
Inappropriate 

Utilization

More
Restrictive
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Permissive

PROPER
BALANCE

Potential COI
Appearance Actual

Potential  Appearance Actual
Appearance
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Significant Financial Interest)
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NIH  
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COI
2010

National Institute of Health (NIH) COI
New Rule 2012

UK Bribery Act
2010)

Jardé
2012 :COI

Science 325: 28-30 (2009)

SFI
NIH
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5,000
5,000
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http://www.mext.go.jp/a_menu/shinkou/sangaku/1367387.htm

2016 2 29 3 4
(1)Beth Israel Deaconess Medical Center

Harvard Medical School
(2)Partners Healthcare

1994
Massachusetts General Hospital, Brigham and Women’s
Hospital

(3)Johns Hopkins University School of Medicine
Julie D. Gottlieb

2006 10
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2017 3 13 13:30 15 00 13 00
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