July 28, 2015
Organization of Japan Digestive Disease Week

Bylaws of the “Guidelines on Conflict of InterestMedical Research”

The Organization of Japan Digestive Disease Weelptadothe “Guidelines on Conflict of Interest in Nieal
Research” (hereinafter referred to as “the Guidslihin order to fairly manage conflicts of inteie$COI) of JIDDW
officers and presenters. The Guidelines were aldzdsed on the JDDW conference guidelines to minittia fairness
and neutrality of medical research, ensure thesparency and social accountability of presentatiamsl promote
proper collaboration on medical research betwedunsiny and academia. The Bylaws of the Guideline€onflict of
Interest in Medical Research (hereinafter refetoeals “these Bylaws”) are stipulated as followsatcilitate proper and

efficient implementation of the Guidelines.

Article 1. COI Reporting by Presenters at JDDW
Clause 1

When submitting an abstract on medical researchD&W, all presenters must disclose to the secettafi the
affiliated academic society, all financial relatshvips of self, a spouse, first degree relativesathdr dependents with
businesses or commercial enterprises associatédtvdtmedical research held over the past two ydées COl also
has to be disclosed at the time of presentationguai slide or poster as per the bylaws of theiatiitl academic
society.

Prior to presenting or lecturing at educationatuezs and other events planned by this Organizatioa lead
presenter or lecturer must disclose COI to thisa@ization using Form 1 as per reporting rules ied by this
Organization, if a COl exists for any of presentardecturers, including co-presenters/co-lectur8mnilarly, the COI
must be disclosed at the time of presentation athperules of this Organization. Presenters aotliters must disclose
such COI using Form 1-A in the first slide (that@diately after the slide that introduces the tpleesenter/lecturer,
etc.) of their presentations or lectures. Lead pitess must similarly disclose their COI situatiging Form 1-C even
if no such COI exists.

For poster presentations, COl must be disclosadjusirm 1-B at the end of the presentation.

Clause 2
“Businesses, incorporated organizations or comrakrenterprises associated with medical research” any
business, organization and enterprise related thaaleresearch in any of the following ways.
(1) Having requested or jointly implemented medicasearch (irrespective of whether research waandially
supported or not)

(2) Sharing patent rights or other rights for tneamt methods, medicines, equipment or other mateviauated in
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medical research

(3) Having provided medicines, equipment or othertarial used in medical research free of chargatapecial
advantageous prices

(4) Having aided, donated to or otherwise suppamedical research

(5) Having provided unapproved medicines, mediqaigment or other material for medical research

(6) Having funded pro bono courses, etc.

Clause 3
The “ medical research” related to presentationsnsmeaedical research for humans implemented witlobjective

of improving methods for preventing, diagnosingtraating illnesses via medical care, understanttiegcauses and
conditions of illnesses, or improving patient gtyabf life. Medical research for humans includeshbsubject-derived
specimens and data that enable individuals to batified. Whether specimens and data enable indisdto be
identified or not shall be determined as per s#paohs in the Ethical Guidelines for Medical and lted&esearch
Involving Human Subjects published jointly by thapdnese Ministry of Education, Culture, Sports,e8oe and
Technology and Ministry of Health, Welfare and Latidecember 2014).

Article 2. Rules on Personal Statements on COI
Monetary amounts that must be reported in persdisalosure on COI shall be determined by the CQdigjines

and bylaws of the associated JDDW member sociatidarticipating societies. If a presentatiororsan educational

lecture or other event planned by JDDW, monetarpumts that must be reported shall comply with JDDWés.

JDDW stipulates the below standard amounts forargtb disclose.

(1) For officers and advisors of businesses, inm@igd organizations or commercial enterprises céstsal with
medical research (hereinafter referred to as “lmssies, incorporated organizations or commerciargnses”),
remuneration from any one business, incorporatgdrozation or enterprise that is equal to or gretitan one
million JPY a year.

(2) Regarding stock ownership, annual profit (tatiatlividends and profits from sales) from stockaaff one company
that is equal to or greater than one million JPXanstitutes a quantity equal to or greater tharob#l concerned
shares.

(3) Patent royalties from businesses, incorporatgdnizations or commercial enterprises that atmletp or greater
than one million JPY per year per patent.

(4) Daily allowances (lecture fee, etc.) paid by ane business, incorporated organization or corialeznterprise to
a researcher to attend (speak at) a meeting asermmation for time and labor that total or exceee fiundred

thousand JPY in a year.



(5) Manuscript fees paid by any one business, parated organization or commercial enterprise fonticbuted
articles for pamphlets, etc. that total or exceéeel fiundred thousand JPY in a year.

(6) Research expenses for medical research (catsiggsearch expenses, joint research expenses, issiomad
management expenses, etc.) covered by any oneebssincorporated organization or commercial ens&ghat
total or exceed one million JPY in a year.

(7) Scholarship donations provided by any one lassnincorporated organization or commercial enterpgo the
reporting individual or representative of the déymant (course or field) or research lab of the riépg individual
that total or exceed one million JPY in a year.

(8) Participating as organizers, presenters, dutecs in courses sponsored by a business, inatgzborganization or
commercial enterprise.

(9) Travel support or gifts unrelated to researstudy or diagnosis/treatment provided by any onsinass,

incorporated organization or commercial enterpitige total or exceed fifty thousand JPY in a year.

As for (6) and (7) above, COI disclosure is neaegif research expenses or scholarship granes prervided from a
company or organization that is in a state of ¢onéif interest in relation to the research resaftthe presenter or of

the department (course or field) or laboratory tool the presenter is affiliated with.

Among the above-mentioned items for disclosure,rdeeiving body for donations from a business, iipocated
organization or commercial enterprise is generaflg of either the head of the organization (heatth®funiversity or
hospital), or the head of the seminar or area etigfty. In the case of the aforementioned cadésyumh it may be
difficult to ascertain a direct relationship betwesn individual researcher and the donating comialegatity, in cases
in which the donation made by a commercial entity the head of the organization is provided to thesenter in
question, or has been provided to the departmenti(&r or area of specialty) or the laboratory tacl the presenter
is affiliated, it is necessary to disclose the amai the donation.

Furthermore, a matter for disclosure about whichstjons tend to appear is the case in which a gon&bm a
commercial entity, etc., is made via a non-profirporation (e.g. NPO) or a public-interest corporat(e.g.
foundation), and is then used for funding and siypgiurposes (consigned research expenses, ressabsidy
expenses). In such cases a personal declaratsmilarly required. Given the fact that the highttee subsidy provided,
the greater the tendency for third parties to ga@mimpression that the objectivity and fairnessesiarch results may
have been lost, in cases in which it could be dp&stl that research support has been provideceiritlirfrom a related
commercial entity, in order to assuage concernsqrastions from society it is preferable to voluiyasubmit a

personal statement on COI.



Article 3. Submission of Disclosure Statement onlQ® Officers, Committee Chairpersons, Chairpersoifs
Participating Academic Societies, Etc.

Clause 1

The officers (president, directors, auditors, staifl advisors), chairpersons of standing commitfadministration
& Planning Committee, Finance & Donation Committdeademic Conference Committee, PR Committee, Qubruff
Interest Committee and Integrated Program Comnjitiee special committees of this Organization, #redannual
chairpersons and secretariats of JDDW member segianhd participating societies must prepare afnguo the
president of this Organization personal disclosare$Ol over the past one year immediately prioagsuming their
post and every year thereafter using Form 2. Tharmérsons of member societies and participatirgeies must
prepare and submit to the president of this Orgdioiz personal disclosure on COI over the pastyaae immediately
prior to assuming their post at the time the Exeeu€ommittee is launched each year, using FormuBmgsion is
unnecessary if the personal statement on COI headyl been received. These personal disclosuerstats on COI
are limited to the relationships with businessesptiporated organizations or commercial enterptisasare associated

with projects or activities of this Organization.

Clause 2

Personal disclosure statements must report allensastipulated in Article 1V of the Guidelines a®idn Form 2.
The standard amounts stipulated in Article 2 of ¢hBglaws apply to all disclosure requirements angdtnbe itemized
as per Form 2. The amounts for the past one yeaediately prior to assuming one’s post and the ¢aticn period
must be included in Form 2. Officers and othershig Organization are required to report any newl @@t arises

during their current term no later than eight welekim such event, using Form 2.

Article 4. Handling of Personal Disclosure on COI
Clause 1

Personal disclosure statements on COI that armigeld at the time of abstract registration forgargation at
JDDW must be retained under the strict supervisibthe chairpersons of the respective societieafperiod of two
years. Similarly, documents with COI information parsons who have finished the terms as officecamnmittee
chairperson of this Organization or persons wh@g®iatment as officer or committee chairpersonithdvawn, must
be retained under the strict supervision of theigent of this Organization for a period of two ggerom the date that
the final term ends or the appointment is withdralmnaddition, personal disclosure statements dnatsubmitted by
the secretariats of JDDW must be retained undesttiiet supervision of the chairperson of JDDW doperiod of two
years after the date of retirement including incantlperiods. At the end of the two-year period,wtoents shall be

promptly deleted and destroyed under the stricesugion of the president of this Organization. Hwer, if document
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deletion or destruction is deemed inappropriateh®y president of this Organization, a necessargnsibn may be
granted to allow deletion and destruction of thel @@rmation of the concerned person to be kephold. The COI
information of persons in charge of academic carfees (annual chairpersons of member societiepartidipating

societies) shall be handled in the same way a%ftadficers of this Organization.

Clause 2

The directors and officers of this Organization meg as necessary the COI information as permityethése
Bylaws in order to determine the existence or degf COIl between concerned persons and activitie3(D®W,
manage the said information, and take necessagndtased on the said determination. The COI inftionamust not
be used beyond the intended objective of use arsdl nut be disclosed to anyone other than thoserednare the said

information for the said objective (obligation afrdidentiality).

Clause 3

With the exception of the cases described in AgtilClause 2, COIl information shall not be disdoseprinciple.
COl information may within the necessary scope iselased and released within and outside this Qrgéion after
discussion and approval by the Board of Directidfrand when necessary towards demonstrating thialsared ethical
accountability of this Organization in pursuit dftigities of this Organization or its committeesowtever, it is not
precluded in this case that a special directoasked with handling the concerned issue and basedexisions made
on the advice of the COl Committee. In such cdse,cbncerned person whose COIl information is tdibelosed or
released may express his/her opinions to the Bafaldrectors of this Organization or the directasked with making
the said decision. This is not, however, imperativ@isclosure or release is urgent and there tsagdequate time to

hear the opinions of the concerned person.

Clause 4

If a request for disclosure (including legal redeess made to a specific officer, the presidenthi$ Organization
shall consult the COlI Committee, and given an ad&fueason respond in appropriate manner whilegtiog the
personal information of the concerned person. #nded that the matter cannot be handled by the @@indittee, the
president of this Organization shall form a COIlumg Commission consisting of the one special doetasked with
handling the concerned issue, a few participanthisf Organization and one or more outside persbhs.said COI
Inquiry Commission shall convene no later thantyhilays from the date that the request for disclsireceived, and

shall provide a response as soon as possible.



Article 5. Conflict of Interest Committee

The president of this Organization shall form a flicin of Interest (COI) Committee consisting of awf
Organization members and shall appoint a persarhair the committee. The members of the COI Cotemiare
obliged to keep confidentiality of COI informatidhey handle as committee members. The COlI Commstbed
manage, in coordination with the president of thiganization and in line with the Guidelines anedstn Bylaws, the
COlI of members so as to prevent development obgesituations, and shall deal with violations. T@l Committee
shall, in the event of serious COIl associated withjects or activities of this Organization or ipagpriate disclosure
of COlI, notify the concerned person to that effdtiier through the associated academic societyrectly, and instruct
that person to take necessary action, i.e., teecbtheir personal disclosure statement. The rempeind handling of

COl information shall comply with the stipulatioaEArticle 4.

Article 6. Action against Violators
Clause 1

In the event that social or ethical issues are etted or arise in the personal statement on COmitda by a
candidate presenter for JDDW, the COl Committeell stentact the associated academic society andestqu
appropriate action to be taken in order to dematsstthe social accountability of this Organizatioreover, the
Board of Directors of this Organization may tak@rapriate action if acts by concerned persons gmitly damage

the social responsibilities of this Organization.

Clause 2

The chairperson of the COlI Committee must, in thenesuspicion is indicated over a personal discosa COIl of
a candidate officer or candidate committee chasqeiprior to or after assuming the said post, natié president of
this Organization thereof in writing. The presiderfitthis Organization must then promptly convene Board of
Directors, which must then determine whether tonaekedge or disavow the said indication. If thedsadication is
acknowledged, the president must notify the pasemiety that nominated the said person of the issug after
sufficient discussion with the said society, tak@rapriate action, i.e., demanding that the nonomabe withdrawn

and membership revoked.

Article 7. Petition for Appeal
Clause 1 Petition for Appeal and Review

Persons who are notified of COIl violations by JD@¥/per Article 6 Clause 1, and persons whose gosffiger or
committee chairperson or membership is revokedeasAgticle 6 Clause 2 may, in objection to saidisien, may

request a review of matters by submitting an oljacand request for review to the president of @iganization via
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the secretariat no later than seven days from #te that notification of the Board of Directors’cii#on is received.
This request for review should contain a clear hmrtcise rebuttal and opposing view to the reasorthferdecision
elaborated in writing by the president of this Qrgation. The request may also specify evidenceatiimg the

objection above and beyond the information that eisslosed to the president.

Clause 2. Appeal and Review Procedure

1. Upon receiving a request for appeal and revibe president of this Organization must promptlsnfa board for
reviewing the petition (hereinafter referred td'Rsview Board”). The Review Board shall consisadew members
and one or more outside persons appointed by #daent, with a chairperson being elected from ayabthese
members. Members of the COI Committee may not avently serve on a Review Board. The Review Bodralls
convene and initiate their review no later thantyhilays from the date that the request for revgereceived.

2. The Review Board may hear the opinions of thé C@nmittee chairperson concerned with the saidipetand the
petitioner. This is not, however, imperative ifhgit party fails to appear at the hearing by thelatt and time.

3. Unless special circumstances exist, the Reviear® shall compile a response to the petition armng it to the
president of this Organization no later than onenttmdrom the date on which the Review Board condethe first
time to initiate the review.

4. The president of this Organization shall makimal fuling based on the decision of the Reviewrloa

Article 8. Action against Violators of the Obligati of Confidentiality

Personnel of the secretariat of this Organizatiamehthe same obligation of confidentiality stipatatin Article 4
Clause 2 for the directors and concerned officérhis Organization with regards to COIl informatiofindividuals
learned in the course of managing COIl cases. TtadBof Directors may punish concerned persons antetriat
personnel who deliberately release COI informatioroutsiders by expulsion and dismissal etc. withfollowing

proper procedure.

Article 9. Amendments to the Bylaws
These bylaws may need to be amended in part inwitle social factors, amendment to laws and reguiati
governing cooperation between industry and acadesita The Board of Directors may seek the counkéte COI

Committee with regard to reviews of these Bylaws datermine amendments based on their recommendatio

Supplementary Provisions
Article 1. Date of Enforcement

These Bylaws shall come into force as of April 1912



Article 2. Amendments to These Bylaws
These Bylaws shall be reviewed, as a rule, everyykavs to keep pace with social factors, the dstabent of
or amendment to laws and regulations governing exatjpn between industry and academia, and theuari
situations surrounding medical care and medic&ameh.
These Bylaws shall be revised on July 28, 2015ke édfect as of January 1, 2016.
Article 3. Special Provision for Officers, etc.
Persons serving as officers or other posts of @riganization at the time these Bylaws go into fosbeall
promptly submit reports, etc., in compliance hereto
Article 4. Concerning “VII. Action against Violators of Thesaii@elines and Accountability” in the “Guidelines on
Conflict of Interest in Medical Research”
The enforcement of “VII. Action against Violators Biiese Guidelines and Accountability” shall be terapity
deferred after the start of the trial period of Geidelines. During this time, the Board of Dirastand the COI
Committee are encouraged to demonstrate the puopdhis article and submit personal statement<@n in

full.



