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EFl6-1

The Guidelines Concerning Conflict of Interest of
the Japanese Society of Balneology, Climatology and Physical Medicine

L Introduction

TheJapanese Society of Balneology, Climatology and Physical Medicine (hereinafter
abbreviated to “thisSociety”) isa scientificbodyaimed at undertaking researches regarding
diagnoses, treatments, and preventions in the field of medical balneo-climatology and physical
medicine and making the results available to the public. Itis also proactively pursuing
contribution to society including enlightenment to the general citizens and collaborations with
industries and universities.

With consideration for existing circumstances where medical researchers are making progress
while increasingly deepening relationships with society, the Japanese Association of Medical
Sciences to which this Society belongsissued “ COl Management Guideline ( Revised March
2022):jams.med.or.jp/guidelines/coi_guidelines_2022.pdf” in order to promote medical
researches of the affiliated societies properly from the aspect of Conflict of Interest (COI) and
requested each society to develop its activities in accordance with the guidelines.

Inresponse, this Society decided to prescribe “The Guidelines Concerning Conflict of Interest”
(hereinafterreferred to as “these Rules” ) in conformity with the “ The Guidelines Concerning
Conflictof Interest” of the Japanese Association of Medical Sciences and to promote further
academic activitiesin thisSociety in an appropriate manner.
IL. Those subjects to COl Management Guidelines
Those subject to COl management are as follows.
1. Authors and co-authors presenting their study results in scientificjournals or at scientific
meetings
2.Board members of this Society (regents, auditor-secretaries), presidents of scientific
meetings or those responsible, all committee chairpersons, committee members of ethical
and COI committees, committee members of temporary groups (investigation committees,
working groups, etc.), officers of the Balneotherapy medicine society (president, vice president,
district secretaries), employees the Society, and other people deemed necessary by the
president.
3.Spouses, immediate family or those who share income or property with those listed above if
they have an indirect effect or a non-financial effect on the implementation or the
understanding of medical research.

IIL Items that should be avoided in medical research
The followingitems should be avoided by those specified in II. of these Guidelines from the point
of view of COI policy.
1. In case ofimplementing relevant medical research
(1) Receivingfinancialincentives forimplementation of research
(2) Receivingremuneration for a specific study result
(3) Conclusion ofa contract which allows financial supporters or commercial
organizations to exertinfluence over the presentation of the results in scientific
journals or at scientific meetings
2. Thoseresponsible forthe planningand carrying out of medical study must have the
appropriate financial relationship with financial sponsors and commercial organizations
and pay special attention to avoid the following items.
(1) Havingstocks orresponsibilities asan executive member of a financial sponsor or


http://eow.alc.co.jp/search?q=%22diagnoses%22&ref=hk

IV.

commercial organization involved with clinical study

(2) Having obtained any right to patent or patent fees regarding clinical study

(3) Receiving payment for travel or accommodation from a financial sponsor or commercial
organization in order to take part in medical meetings unrelated to the research

(4) Receiving financial remuneration that considerably exceeds the actual costs required by
theresearch

(5) Receiving extra money or gifts other than adequate compensation for the time or labor
expended on the research

[tems that mustbe disclosed

Those specified in II. of these Guidelines shall make a declaration of the

precise circumstances to this Society's Chairman of the Board of Directors in accordance with V.
of this Guidelinesifanysituation listed below has arisenin the past three years regarding the
clinical study subject to this Guidelines.

1.

w

10.

11.

V.

Havingresponsibility as an executive member or an advisor ata corporate or commercial
organization (hereinafter referred to as “for-profit organization”)

Receiving profit of over one million yen per year from the shares of a for-profit organizasion
holding five percent or more of its total shares

Receiving patentincome of over one million yen per year from a for-profit organization
Receiving per-diem allowances of over five hundred thousand yen per year from a for-
profit organization

Receivinglecture fees of over five hundred thousand yen per year from a for-profit
organization

Receiving medical research fees of over five million yen per year from a for-peoginization
Receiving donations of over one million yen per year from a for-profit organization
Receivingtravel expenses or gifts from a for-profit organization, which are equivalent to
over fifty thousand yen per year but not directly related to clinical study

Taking partinan endowed lecture sponsored by a for-profit organization
Receivinghuman resources for planning study design, or collecting, management or
statistical analysis of clinical data of the research.

Any otheritem determined to be subject to COl managementby a person involved with the
clinical study.

Method of self-disclosure

Those subjects to self-disclosure shall follow the prescriptions below and submit a self-
disclosure form in accordance with IV. of these Guidelines.

1.

Authors and speakers who present their study results in scientificjournals or at scientific
meetings shall make a declaration of the COI circumstances regarding the implemenftdtéon
research forall co-presenters, using the format attached as Reference 1 at the end of this
Guidelines. However, presentations from overseas shall be handled by the COl committee
separately. Authors and speakers who will present study results in scientific journals or at
scientific meetings mustdisclose their COl status atthe end of their presentation paperorin
the presentation slides, regardless of whether or not they have thedeclaration items
stipulated in the section. [fthere are any changes in COI status not only in the pastthree
years from the year prior to the time of submission or presentation of the paper, butalsoin
the time of acceptance of the paper for publication or presentation, it should be submitted
including an additional COI self- report.



2. Board members of this Society (regents, auditor-secretaries), presidents of scientific meetings or
those responsible, all committee chairpersons, committee members of special committees
(scientific organizing committee, editorial board committee, nomination and commendation
committee, ethical committee, COl committee etc.), committee members of temporary groups
(investigation committees, working groups, etc.) shall make a declaration of the COI
circumstances to this Society's Chairman of the Board of Directors on assuming a post, using the
format attached as Reference 2A at the end of this Guidelines. Those applicable to the above shall
immediately make amendment if a new state of COI arises after taking office.

3. Spouses,immediate family or those who share income or property with those listed above, if
they have an indirect effect or a non-financial effect on the implementation or the understanding
of the medical research, shall make a declaration of the COI circumstances to this Society's
Chairman of the Board of Directors, using the format attached as Reference 2B or Additional
Form at the end of this Guidelines.

VL Structure, duty and term of the COl management committee

COI management committee of this Society shall consist of four members; three of them are the
members of this Society who are named by the Chairman of the Board of Directors and approved by
the Board, and one external member. Their roles include raising awareness of COI declaration,
screening submitted forms, and handling inquiries regarding COI The terms of each member of the
COI committee shall be the same period as of the Board of Directors.

VII.  Handling COI self-disclosure forms submitted

COI self-disclosure forms submitted in accordance with V. of this Guidelines shall be screened by the
COI' management committee and the forms accepted by the committee shall be handled very carefully
with a highly secure management in this Society under the supervision of the president from a
viewpoint of confidentiality. If there is a request for COI disclosure, the Board of Directors shall judge
the validity.

However, the Chairman of the Board of Directors can disclose forms to those approved by the
members of COl management committee and the Board of Directors after imposing confidentiality
requirement regarding the contents of the forms. The forms submitted by those listed in V.1. of this
Guidelines shall be filed in this Society for three years after the end of one's term and the forms
submitted in accordance with V.2. of this Guidelines shall be filed in this Society for three years after
declaration, and then both shall be disposed. However, if the Board of Directors decides that
information should not be deleted, the COl management committee shall place a hold on disposing of
the form concerned for a certain period of time.

VIII.  Handling problems in COl Management Guideline

If a problem regarding COI management or any question arises concerning a member of this Society,
the COI committee shall conduct a thorough investigation and hearing. If the committee determines
that the Society should take action against the problem, it has to ask for deliberations within the
Board of Directors based on the consultation of the ethical committee. The Board of Directors shall
have the authority to take measures on the following.

1. Calling for retraction of a presentation concerned if it is before a member of this society
present his/her study results in scientific journals or at scientific meetings, as well as
prohibiting the lead author from presenting study results in scientific journals or at
scientific meetings for up to one year, in addition to suspending activity in this society
for up to one year if the lead author is the board member.

2. Publishing an apology letter or statement if a presentation concerned has already
been presented in scientific journals or at scientific meetings by a member of this
society.



3. Suspending activity in this Society for up to one year if the Board of Directors judges thata
problem arises concerning the Board members of this Society (regents, auditor-secretaries),
presidents of scientific meetings or those responsible, all committee chairpersons, committee
members of special committees (scientific organizing committee, editorial board committee,
nomination and recommendation committee, ethical committee, COI committee etc.), committee
members of temporary groups (investigation committees, working groups, etc.) .

In case any other measure should be taken, the committee shall decide based on the consultation of

the Board of Directors.

IX.  StatementsofDisagreement

Amember of thisSociety againstwhom measures are taken in accordance with VIIL of this Guidelines
may submita statement of disagreement to this Society ifhe /she hasany objection to the measures.
Therequestforreview mustbe made in writingand it has to be received by this Society within three
months afterthe member has received notification regarding measures that shall be taken. If this
Societyreceives astatementof disagreementbased on this paragraph, the president must promptly
setup ascreening committee and conduct examination on this matter. The screening committee shall
consistof four members: amember of the Board of Directors nominated by the president,amember
of ethical committee (shall be appointed from the editorial committee forthe time being),a member of
the COIlmanagement committee, and one external member.

X. Enforcingawarenessand compliance of COl management

Ifaquestionarises with regard to interpretation of this Guidelines and handling of specific cases, the
COI committee shall cope with each question respectively and enforce raisingawareness and
compliance of COl managementamong the members of this Society and people concerned through
academicjournals and websites. The COl committee shall also disclose information on aregular basis
regardingthis Society's status of receiving funds and donations from for-profit organizations.

XI.  Changesto COl Management Guidelines

This Guidelines shall be reviewed appropriately and revised in orderto accord with changesin
conditions surrounding medical research and social factors, and amendments orimprovements to
the COI Guidelines of the Japanese Association of Medical Sciences to which this Society belongs.
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(Form Reference 2)
COlI Disclosure Form for Committee Members
( 01.01~12.31 1 Disclosure period is for the past 3 years for each year from a year prior to the time of office )

Name of Individual Disclosing COl: (Member Number) : (- )

Affiliation (Institution, Department, Hospital Department), Title:

Official Title in Society:
[JPresident [[]Board member[]JSupervisor [JCongressPresident
[CINext Congress Presidenf JAcademic Conference President

Name of Designated Committee:

[JCommittee, Section Head[_JAcademic Meeting Steering Committee

[JCommittee for Lifelong Educatidn]Journal Editorial Board Committee

[JCommittees Related to Clinical Practice Guideline Formulation

[]Ethics/Medical Safety Committee  []COI Committee [[JWorking Group [Staff []Other

A. Items for COlI self-disclosure
1. Position as an officer or advisor of a company or for-profit organization, and amount of remuneration

( CJApplicable - [Not Applicable)
(Give amount if remuneration exceeds 1,000,000 yen or more from a single company or for-profit organization)

Name of company/organization Title (Officer, Consultant etc.) Amount

Amount: @ 1,000,000 yen or more @ 5,000,000 yen or more @ 10,000,000 yen or more

2. Stock ownership and profit from stock (profit from stock for the previous year)
( CJApplicable «["Not Applicable)

(Give amount if annual profit from stock from a single company exceeds 1,000,000 yen, or if ownership is 5% or more of
total shares.)

Name of Company Number of Shares Share Price (per share) Amount

Amount: @ 1,000,000 yen or more @ 5,000,000 yen or more @ 10,000,000 yen or more

3. Remuneration received for patent royalties or licensing fees from companies or for-profit organizations.

( CJApplicable - [Not Applicable)
(Give amount if royalties or licensing fees exceeds 1,000,000 yen per year for a single patent.)

Name of company/organization Patent Name Amount

Amount: @ 1,000,000 yen or more @ 5,000,000 yen or more @ 10,000,000 yen or more



4. Honorariasuch as lecture fees, attending conferences (presentations, providing advice etc.) received from a company or
for-profit organization for the time and labor given by the researcher

( CJApplicable - [Not Applicable)
(Give amount if annual honoraria from a single company or organization exceeds 500,000 yen)

Name of company/organization Amount

O (0| N |(dH|w (N |-

Amount: @ 500,000 yen or more @ 1,000,000 yen or more @ 2,000,000 yen or more

5. Manuscript fees received for writing articles for pamphlets, roundtable discussion articles, etc. from a single company or
for-profit organization[(JApplicable {] Not Applicable)
(Give amount if annual manuscript fees from a single company or organization exceeds 500,000 yen)

Name of company/organization Amount

Amount: @ 500,000 yen or more @ 1,000,000 yen or more @ 2,000,000 yen or more

6. Research funding provided by a company or for-profit organization (  Applicable +  Not Applicable)

[ [
(Give amount if research funding from a single company or organization allocated for medical science research (joint
research, commissioned research, clinical trials etc.) exceeds 1,000,000 yen)

Name of company/organization Research classification Amount

1

2

3

Research classification: @ Industrial-academic cooperative research, @ commissioned research, @ clinical trials, @ other
Amount: @ 1,000,000yen or more @ 10,000,000 yen or more @ 20,000,000 yen or more

7. Scholarship (incentive) donations provided by a company or for-profit organization

( CJApplicable - [Not Applicable)

(Give amount if scholarship (incentive) donations provided by a single company or organization to the affiliated department
or division allocated for use exceeds 1,000,000 yen)

Name of company/organization Amount

N || H|w | N|-




Amount: @ 1,000,000 yen or more @ 5,000,000 yen or more @ 10,000,000 yen or more

8. Endowed departments established through donations by a company ( [[JApplicable « ["JNot Applicable )
(Give amount if affiliation is with an endowed department)

Name of company/organization Name of Endowed Department Installation Period

*Give amount if funding allocated for research is 1,000,000 yen or more.

9. Other remuneration (not directly related to research such as giftsetc.) ( Applicable +  Not Applicable )

[ [
(Give amount if annual remuneration received from a single company or organization exceeds 50,000 yen)
Name of company/organization Details of Remuneration Amount
1
2
3

Amount: @ 50,000 yen or more @ 200,000 yen or more




B. COl disclosure for spouse, first degree relatives or any persons who share income or property assets with the declarant.

Please check the box applicable.
O Noitemsto disclose: There is no need to fill out the rest of this form

O Itemsto disclose: Please check the following items. If not applicable, check 'Not Applicable’'.
1. Position as an officer or advisor of a company or for-profit organization, and amount of remuneration

( CJApplicable «["Not Applicable)
(Give amount if remuneration exceeds 1,000,000 yen from a single company or organization)

Name of Corresponding Person Relationship with Declarator

o Title Amount
Name of company/organization

(Officer, Consultant, etc.)

1
|

2
|

3
|

Amount: @ 1,000,000 yen or more @ 5,000,000 yen or more @ 10,000,000 yen or more

2. Stock ownership and profit from stock (profit from stock for the previous year)
( CJApplicable «[Not Applicable)
(Give amount if annual profit from stock from a single company exceeds 1,000,000 yen, or if ownership is 5% or more of
total shares.)

Name of Corresponding Person Relationship with Declarator
Number of Shares Declared share price Amount
Name of Company
(per share)
1 | |

: | |

Amount: @ 1,000,000 yen or more @ 5,000,000 yen or more @ 10,000,000 yen or more

3.Remuneration received for patent royalties or licensing fees from companies or for-profit organizations.

( CApplicable - [Not Applicable)
(Give amount if annual royalties or licensing fees exceeds 1,000,000 yen for a single patent.)

Name of Corresponding Person ‘ Relationship with Declarator

Name of company/organization ‘ Patent Name ’ Amount

|
1 | |

|
2
| |

Amount: @ 1,000,000 yen or more @ 5,000,000 yen or more @ 10,000,000 yen or more



Pledge: | hereby declare that there is no discrepancy in my conflict of interest status described above. | have no other COI
that may impede my work for the ©© Society other than those | have stated. | agree that the contents of this disclosure
form may be made public if subject to social or legal requests.

Date://(month /date/ year)

Signature:

Receipt Number:

(This form will be archived for 3 years after expiration or retraction from office)



Use this form if you require more space to disclose items. (Additional Form)

Name of Individual Disclosing COI:

<Itemsto Declare >

HwnN e

company or for-profit organization
5. Manuscript fees received for writing articles for pamphlets, roundtable discussion articles, etc. from a single company or

for-profit organization

Position as an officer or advisor of a company or for-profit organization, and amount of remuneration.
Stock ownership and profit from stock (profit from stock for the previous year)
Remuneration received for patent royalties or licensing fees from companies or for-profit organizations.

Honoraria such as lecture fees, attending conferences (presentations, providing advice etc.) received from a single

6. Researchfunding (jointresearch, commissioned research, clinical trials etc.) provided by a single company or for-profit

organization
7. Scholarship (incentive) donations provided by a single company or for-profit organization
8. Endowed departments established through donations by a company
9. Other remuneration (travel expenses, gifts etc. not directly related to research)

Name (A *
B)

Disclosure
Number

Name of company/organization

Applicable (Title, Patent name,
Type of research etc.)

*If #2, give the total number of
shares and share price

Amount
(refer to eachitem)

*Please make copies if more space is require
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