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VISION, MISSION AND MANDATE
Vision ,
A world ciass patient- centered specialized care Hospital.

Mission

To optimize patient experience through innovative evidence based specialized
healthcare, facilitate training, research and participate in national health policy
formulation,

Our Motto ,
We listen, We care

Mandate

i) Torecelve patients on referral from other Hospitals or institutions within or outside
Kenya for specialized health care. r .

iy To provide facilities for medical education for the University of Nairobi Medical
School, and for research either directly or through other co-operating health
institutions.

i) To provide facilities for education and training in nursing and other health and
allied professions.

. V) To participate as a national referrdl Hospital in national health planning and Policy.

Core Values

o Custormer focus

o Transparency & Accountability
o Professionalism & integrity

e Equity & Equality

» Teamwork & Team Spirit

o Security & Safety



TABLE OF CONTENTS

VISION; MISSION AND MANDATE........;cninminnnninaiinmimniaarssassinissiissmifs 1
ABBREVIATIONS AND ACROYNMS .....ooiiiiiiieciineesieerssrasesssnseesnnsesssssesssnnsesnsnsassssassrnneians 3
L. (IRODUCTION. .covvoninasaitvrmsimmasssrimimssissesinsiv s e s s s s i )
151 L T AR D W RN | )
1.2. APPRICADIIY....eiiieirricerce s b e e a s n b s eban e 6
1.3 PUMDOSE i ssvesiascasnensobiesvivs cowsnons sxsasvsss pasaspesssnssiinasssessssminss ks b asmssiaarisaso o as oo atiiateoss )
2. AINANCIAL CONPLICT OF INTEREST -....ciisimsinnmssmssssisssnirsaisiisssssssarmmasmesisenons 7
2 Ve CoNFlICtS Of INTEIEST ..ot 7
22 Signficantinanealinterests.. ... rmpmmmmmunmenasasnme L 7
2.3, Collaborative Projects/Sub-agreements ...t 8
2.4, MANAGEMENT PlON .ttt erersss s ea s sae s sessssrersenssbessnsssabones 8
2:9, panaging CoRtlety S IRTEIEEY......cusuimiirmosimssismms it 8
2.6. Violation of Financial Conflicts of Interest Standards............ccccevviiicciiinencnanne. 8
3. RESPONSIBILITY isiiiciiviissivunisisossssiicossosnsisassossssnnnsorsosansassesssesantossassasassossnsssossonsassnssonsoho 10
AT, Chief EXECUNVE OffICEN ...t sierssssssas s esessssesasessesessssssenssinns 10
3.2, Senior Director (Clinical Sarviges) . aissrmmsmmtinaimaiom i oo 10
33, IV G S IIATON 0 revenonsibensmorssusunnssacnssssssernssssnsasssssasnnsnsnsssrasmessonsrssssossssssnssnsnssrastsasasnussasaahs 10
3.4. Conflicts of Interest AdmMINISITATON ... seenes 11
3.5, Conflict of Intares) & ommillOm. ... .o mmiessmmimimm s e 11
3.6. Financial Conflict of Interest Appeal Review Committee..........ccceveevvevrvennne. 12
4. FINANCIAL CONFLICTS OF INTEREST STANDARDS REQUIREMENTS ..........coouvvenvenreennee. 13
4.1. Training of and Reporting by INVESHGALONS ...........ccusissmenissmisirsssssimsamssssssasss 13
4,2, WHO ShOUI DISCIOBE. ciriiimciiismitinmsmmssmsorsssassssnsansssasaspssaessonsssavssss spsssesnsnravassans snstise 13
4.3. Sub-recipient REQUIFEMENTS.... .. aaee 14
4.4, Disclosure, Review, Monitoring by COl AdMINISITAtOr ......cevcvvccveesreneeieeensens 15
4.5. Reporting Of FCOI 10 the FUNAOT......ciimisiississmssirsssssssssssnsassssssssssssssasssdens 15
4.6. MaiNtENANCE Of RECOTAS .....covviieeicesec et srss st 16
#.7. Enforcement Mechanisms and Remedies and Noncompliance..................... 16
4.8. Public Accessibility Of INfOrmMQtION c....ii i ses e s eses e snessesreaes 17



ABBREVIATIONS AND ACROYNMS

[CEO Chief Executive Office

col Contflicts of interest

FCOI Financial Confiicts of Interest

KNH Kenyatta National Hospital

NIH National Institutes of Health
'SDCS Senior Director {Clinical Services)
| SFI Significant Financial Interests




DEFINITIONS OF TERMS
Awardee

Confiict of Interest

Conflict of Interest
Administrator

Conflict Review

Commitltee

Disclose

Disclosure and Consent
Report

Financial Conflict of
interest (FCOI)

FCOl Appeal Review
Committee

Funder

investigator

Management Plan

{\n institution that receives funding direcily from a funding
source.

An interest that has the potential to compromise or bias the
profeSS|ono| judgment or objectivity of the holder of the
mteres’r or has the appearance of having the potential to
compromlse or bias the holder of the inferest.

Mecns the individual(s) within Kenyatta National Hospital
who have been assigned the responsibility for reviewing and
monogtng disclosures from Investigators of significant
fmcnc:al interests related to the Investigator's institutional
respon5|b|lmes For the purposes of this guideline, the Conflicts
Admmlsﬂotor shall be the Head Départment of Research and
rrogrcms, or his/her designee(s).

A Committee established to evaluate on a case-by-case
bass, complex and unique SFl and FCOI decisions, identified
by the designated official. It wil be a five-member
committee chaired by the COI Administrator.

An Investigator's submission of a completed Disclosure and
Consent Report, defined herein, to KNH. '

f\ tool for Investigators o disclose the obsence Or presence
of SFis and to consent to the release of their information
according to this guidelines, provincial laws and the NIH
Regulc:hon This reporting tool can be accessed on the KNH
website,

’A financial conflict of interest exists when an Investigator's
mgmfucont financial interest could directly and significantly
affect the design, conduct, or reporting of the funded
research.

‘An Ad-hoc Committee appointed by the CEO constituting of
mdependent assessors to review the decisions made by the
COl Committee, when an Investigator challenges the said

|decmon

'‘An individual or agency who commits resources fowards the
implementation of funded research.

The principal investigator, co-principal investigators, and any
other person at KNH responsible for the design, conduct, or
reporhng of research, educational, or service aciivities
funded or proposed for funding.

A written plan to ensure, to the extent possible, that the
design, conduct, and reporting of research will be free from
bias, when a FCOI is determined. The designated official in




Significant Financial
Interest (SFl)

Sub-recipient

consultation with the Investigator creates the management
plan. The Investigator is required to comply with the
Management plan prescribed by the desighated official,
and the designated official will monitor compliance with the
plan until the completion of the project as well as provide
initial and ongoing FCOI reports to the NIH.

A financial interest consisting of one or more of the
following interests {monetary value, including but not limited
to compensation, equity, gifts, and intellectual property of an
investigator or the immediate family member of an
investigator, whether or not the value is readiy
ascertainable) of the Investigator that reasoriably appears 16
be related to the Investigator's institutional responsibilities.

An Investigator from the Kenyatta National Hospital, who is
the recipient of funding via a sub-grant from an awardee
institution.
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1. INTRODUCTION
1.1. Overview
Kenyatta National Hospitall (KNH} encourages its staff to participate in research
activities and in doing so with the highest scientific and ethical standards. While the
potential for conflicts of ini‘erest is understandable, Investigators must prevent the
infroduction of bias into their research.

The objective of these sfcnldcrds are to protect the credibility and integrity of the
Investigators and to ensure public trust and confidence in the Hospital's research
activities by identifying, understanding, and responding to conflicts of interest.

The responsibilities and obligations of Investigators to KNH must be clearly separated
from their personal financial interests and obligations. Each Investigator must disclose
his or her significant fincnci?l interests including those of his or her immediate family
members in order to ensure that the design, conduct, and reporting of research or
other activity is free of bias. )

In addition to compliance Yvith the Kenyaita Nationa!l Hospital Research Policy and
other accompanying policies and procedures, all KNH staff and Research Scientists,
acting as Investigators, who are applying for and/or receivirig donor funding or who
are participatingina funded research project, either as an awardee or sub-recipient,
must comply with the Standards.

1.2, Applicability _
This standards applies to all Investigators {as defined in this standards) receive, plan to
participate in, or are participating in funded research.

1.3. Purpose

i. To promote objectivity|in research by establishing standards that provide a
reasonable expectation that the design, conduct, and reporting of research
funded under donor grants or cooperative agreements will be free from bias
resulting from Investigator FCOIl in order to comply with the Funder regulations.

i. To clarify reporting requirements regarding training and reporting of SFI by KNH
personnel;

ii. To outline the process by which the COl Administrator confirms whether any
disclosed financial iniertlasf reasonably appears associated with an Investigator's
institutional responsibilities, is therefore an SFl, and if so, determines whether it is
related to the funded research and assesses whether it is a FCOI for the funded
project; and

iv. To outline the responsibilities of the COl Administrator and KNH in managing and
reporting FCOIs to the funder and/or via an awardee institution.




2, FINANCIAL CONFLICT OF INTEREST

2.1. Conlflicts of Interest

A potential conflict of interest occurs when there is a divergence between an
individuatl's private interests and his or her professional obligations to the Hospital such
that an independent observer might reasonably question whether the individual's
professional actions or decisions are made by considerations of personal gain,
financial or otherwise, An actual conflict of interest depends on the situation and not
on the character or actions of the individual. For the purposes of this standards, &
conflict of interest exists when the Hospital, through the précedures described in this
standards, reasonably determines that a Significant Financial Interest could directly
and significantty affect the design, conduct, or reporting of sponsored projects.

2.2, Significant Financial Interests

A financial interest consisting of one or more of the following interests of the

Investigator (or those of the Investigator's immediate family member) that reasonably

appears to be related to the Investigator's institutional responsibitities:

i. With regard to a financial interest consisting of interests of the Investigator when
aggregated, exceeds $5,000 (US Dollars Five Thousand).

i. Any reimbursed or sponsored travel [i.e., that which is paid on behaif of the
Investigator and not reimbursed to the Ifvestigator so that the exact monetary
value may not be readily available), related to their institutional resporisibilities

- when the annual aggregated amount paid to the specitic Investigator, exceeds
$5,000. This disclosure will include, at a minimum the; (i) purpose of the trip, (i)
identity of the sponsor/organizer, (i) destination, and (iv}) duration. The COI
Administrator will determine if further information is needed, including a
determination or disclosure of monetary value, in crder to determine whether the
travel constitutes a FCOI Related to the NIH funded research.

iii. If an Investigator receives more than $5,000 doliars per year from one entity in total
payments for multiple SFis [as defined in (1) and (2) above), then the details of
each such SFl must be disclosed.

SFI Excluslons
The following types of fInGnCICll mferesfs are excluded from the definition of significant
financial interest:

i. Salary, royalties, or other remuneration paid by KNH to the Investigator if the
Investigator is currently employed or otherwise appointed by the hospital,
including intellectual property rights assigned to the hospital and agreemernits to
share in royalties related to such rights;

ii. Income frominvestments, such as mutual funds and retirement accounts, as long
as an Investigator does not directly control the decisions made in these
investment;

i. Income received from organizations for seminars, lectures, teaching
engagements, or service on advisory cormmittees or review panels sporsored by
a the Government, an institution of higher education, an acaderric tedaching




hospital, a medical center, or a research institute that is affiliated with an
institution of higher education; and

iv. income from service| on advisory committees or review panels for the
Government, an institution of higher education, an academic teaching hospital,
a medica!l center, or research institute that is affiliated with an institution of higher
education.

2.3. Collaborative Projects/Sub-agreements

Collaborators, sub-recipienf's, and subcontractors from other organizations must either

comply with this standards|or provide a certification that their organizations are in

compliance with applicable funder policies regarding Investigator SFI disclosure and

that their portion of the pl'OjleCf is in compliance with their institutional policies.

i. For purposes of clarification, an individual who receives salary, royalties, or other
remuneration from a pL'Jbllshmg company fo research and publish shall not be
considered an investigator for purposes of this standards.

ii. If the CEO or any member of his or her family is also an Investigator with respect to
the research or service activity funded, or proposed for funding, by a sponsor for
which disclosures are being reviewed, the Hospital Board Chairperson shall act in
place of the CEQ for all |purposes under this standards.

2.4, Management Plan .

The management plan is action plan that shall ensure, to the extent possible, that the
design, conduct, and repqrﬁng of research will be free from bias, when a FCOI is
determined. The COI Administrator in consultation with the Investigator creates the
management plan. The Investigator is required to comply with the Management plan
prescribed by the COI Administrator, and the COl Administrator will monitor
compliance with the plan until the completion of the project as well as provide initial
and ongoing FCOI reports to the NIH.

2.5. Managing Confiicts of|Interest

Actual or potential conflicts of interest shall be satisfactorily managed, reduced, or
eliminated in cccordonce with this standards. Additionally, all required reports
regarding the conflict of mteresi shall be submitted to the sponsor prior to expenditure
of any funds under an oword in accordance with the applicable federal regulations.

2.6. Violation of Financial (Fonﬂicis of Interest Standards ‘

Whenever an Investigator has violated this standards or the terms of any resolution
plan required by the COI lAdministrator (including failure to file or knowingly filing
incomplete, erroneous, or misleading disclosure forms), the COI Administrator shall
notify the SDCS who may recommend disciplinary actions or sanctions against the
violating Investigator to 'rhtia CEQ. If the violation results in a collateral proceeding
under the Hospital's policies, then the CEO may defer his or her decision on sanctions
until such other proceeding is completed.




In addition, the Hospital shall compily with all applicable funder regulations regarding
the nofification of the funder in the event an Investigator has failed to comply with
this standards. The funder may take its dwn action as it deems appropriate, including
the suspension of funding for the Investigator until the matter is resolved.



3. RESPONSIBILITY

3.1. Chief Executive Officel
The Chief Executive Officer (CEOQ) shall have the responsibility for implementation,
monitering, evaluation, and| ensuring compliance to this Policy.

3.2. Senlor Director (Clinical Services)
The Senior Director (Clinical Services) shall have the overall responsibility in ensuring
adherence and implementation of the FCOI Standards and Procedures.

3.3. Investigator

Each Investigator is required to disclose the following Significant Financial Interests: -

i. Any SF of ’rhe Investigator that would reasonably appear to be affected by the
research or educc’nonol activities funded, or proposed for funding;

ii. Any SFI of the Investigator in an entity whose financiai interest would reasonably
appear to be affected by the research or educational activities funded, or
proposed for funding; |

ii. An equity interest 1hc:1 when aggregated for the Investigator and the
Investigator's spouse cnd dependent children, meets both of the following tests:
(a) does not exceed-$1 0 000 in value as determined through reference to public
prices or other reasonable measures of fair market value; and (b) does not
represent more than a 5% ownership interest in any single entity; or

iv. Solory. royalties or otherremuneration that when aggregated for the Investigator
and the Investigator's spouse and dependent children, are not expected to
exceed $10,000 during the next twelve months.

Regardless of the above minimum requirements, any staff member or research
sclentist, in his or her own best interest, may choose to disclose any other financial or
related interest that could [present an actual or potential conflict of interest or be
perceived to present a conflict of interest. Disclosure is a key factor in protecting one's
reputation and career from potentially embarrassing or harmful allegations of
misconduct,

Prior to the submission of aproposal for funding. each Investigator shall complete a
SFI Disclosure Form ('disclosure form") and attach all required supporting
documentation, if any. An Investigator must submit a disclosure form prior to the time
a proposal is submitted even if he or she does not have any SFl.

Supporting documentation that identifies the business enterprise or entity involved
and the nature and amount of the interest should be submitted in a sealed envelope
marked confidential and accompany the disclosure form. All financial disclosures
must be updated by Investigators during the period of the award, either on an annual
basis or as new reportable SFl arise or are acquired.
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All disclosure forms and supporting docurmentation are to be submitted to the COl
Administrator. Additional information may be requested by the COI Administrator and
shall be furnished upon request. The COI is responsible for the receipt, processing,
review, and retention of all disclosure forms.

3.4. Conlflicts of Interest Administrator
The COI Administrator shall review all financial disclosures to defermme whether a
conflict of interest exists. If the COl Administrator determines that there is potential for
a conflict of interest covered by this standards, then he/she shall determine what
conditions or restrictions, if any, should be imposed by the KNH to manage actual or
potential conflicts of interest arising from the disclosed SFl. Such conditions or
restrictions include, but are not limited to, the following:- .

{a} Public disclosure of SFi;

“{b) Monitoring of research by independent reviewers;

(c} Modification of the research plan;

(d} Disqudiification from participation in all or & portion of the research;

(e) Divestiture of the SFI; and

(f} Severance of the relationships that create actual or potential COl.

The COl Administrator may reqLJire Thof a plan for reducing or eliminating conflicts of
interest be incorporated into a Memorandum of Understanding between the Hospital
and the Investigator.,

The COl Administrator shall notify the SDCS of the conditions or restrictions to be
imposed. If the SDCS determines that imposing the above referenced conditions or
restrictions would be ineffective or inequitable, or that the potential negative impacts
that may arise from a SFl are outweighed by interests of scientific progress, technology
transfer, or the public health and welfare, then he/she may recommend t6 the CEO,
to the extent permitted by .the Hospital and funder regulations, the research go
forward without imposing such conditions or restrictions. In these cases, the CEO shall
make the final decision regarding resolution of any actual or potential conflicts of
interest.

The COI Administrator shall review all initial and Updoted'disclosures of Significant
Conflicts of Interest in accordance with this standards.

3.5. Conflict of Interest Committee

The Committee shall comprise of at least five-members appointed by SDCS and
chaired by the COl Administrator. The responsibilities of the COl Committee shall
include:

i. Review and accept or modify management plans, as appropriate.

i. Determine if fuhding should be declined if all parties cannot agree to a
management plan.

ii. Evaluate on a ¢ase-by-case basis, complex and unique SFl and FCOI decisions,
identified by the COl Administrator.

11



3.6. Financial Conflict of Inieresi Appeal Review Committee

The FCOI Appeal Review Committee shall be an Ad-hoc Committee appointed by
the CEO on the recommendation of the SDCS to review the decisions made by the
COI Committee, when an Investigator challenges the said decision.

The Committee shall comprise of at least five {5) members drawn from various
professional disciplines with the Hospital, on a case-by-case basis.

12




4. FINANCIAL CONFLICTS OF INTEREST STANDARDS REQUIREMENTS

4.1,

Training of and Reporting by Investigators

All investigators must be trained by the Hospital and must demonsirate competency
in the training material pertaining to this Standards at the following fifmes: -

i.

At the time of first application for funding or first participation in funded research
where KNH is the awardee or sub-recipient;

At least every four years;

Immediately when any of the following circumstarices apply: -

{a) This standards is revised in a manner that affects the requirements of
Investigators;

{b) An Investigator Is new to the Hospital and is receiving project funds, unless the
Investigator has demonstrated valid training from a previous institution; and

{c) Where the Hospital finds that an Investigator is not in compliance with this
procedure or a specific management plan.

4.2, Who Should Disclose
All Investigators, fragined pursuant to the above, must complete and submit @
Disclosure and Consent Report for each funded project at the foliogwing times: -

initlal disclosure must:

(a} Be made at the time of application for funding or participation in funded
research; and . :

(b} Include all SFls in the 12 months preceding the disclosure.

Subsequent disclosure must occur:
{a) Within 30 days of discovering or acquiring (inciuding but not limited to a
purchase, marriage/partnership agreement, inheritance, etc.) a new SF; and
(b) On an annual basis during the term of the funded research, disclosing:
o All SFis received i the 12 monihs preceding the disclosure that were not
previously reported; and
+ Updated information regarding dany previously disclosed SFi.

All Investigators who are new to KNH and are receiving research funding or who
are participating in a funded research project where the KNH is the awardee or
sub-recipient, must demonstrate valid training and make the initial disclosure and
ongoing disclosures as noted above.

42,1, Stepsto Disclose to the Hospital

Trained investigators must: -
(a) Complete disclosure and consent reports for themselves, and on behalf of
their spouse/adult interdependent partner and their dependent children;

(b} Complete disclosure and consent reporis for each funding application or
funded project; and

{c) Provide information regarding third party entity (ies) or individual(s) named
in any disclosed SFl{s), if required by the COIl Administrator. Third parties
may be informed that thelr information may be disclosed to the funder, or

13



in case of FCOI, to the public. Obtaining consent from applicable third
party will be done via the Informed Consent from Third Party form, held by
the COI Administrater.

4.3. Sub-recipient Requiremenis
4.3.1. Sub-recipient (unother institution Is awardee/prime Institution)

4.3.2,

If an Investigator at KNH carries out NIH-funded research as a sub-recipient, the

Hospital will take reasonable steps to ensure that any sub-recipient Investigator

complies with this Procedure.

(a} The sub-recipient|must complete training, comply with this Procedure and
submit disclosures to COI Administrator.

(b) KNH will certify ithat its standards complies with the 2011 NIH FCOI
Regulations, specifically 42 CFR Part 50 Subpart F or 45 CFR Part 94, upon
the sub-recipient;investigator achieving compliance with this Procedure.
Depending on the awardee insfitution, sub-recipients may have fo
complete other trcnnmg and/or additional disclosure forms pertinent to the
awardee institution's policies.

External subconirqchlars (KNH Is awardee/prime institution)

If the prime investigator at the KNH carries out the NIH-funded research via an

external subcontractor at another institution, KNH will take reasonable steps to

ensure that any external subconfracted investigators comply with this

Procedure; .

(a) KNH will incorporate, as part of a written agreement with the external
subcontracted investigator, terms that establish whether this Procedure or
the external subconiraded institution's policy will apply to the external
subcontracted myesttgotors

(b) KNH shall obtain Ifrom the sub-recipient, as part of the written agreement
referenced above, cerlification that the external subcontractor's
institutional pO”C\!( complies with the NIH regulations. The agreement shall
also specify FCO! reporting time periods for "’rhe.ex'rernol subcontractor,
Such time periods shall be sufficient to enable KNH to provide timely FCOI
reports to NIH. '

(c) KNH will obtain a written agreement specifying time periods for the external
subcontractor to|submit all Investigator disclosures of SFis to the Hospital.
Such time periods shall be sufficient to enable the Hospital to comply on
time with its review, management and reporting obligations under this
Procedure.
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4.4, Disclosure, Review, Monitoring by COI Administrator

The COI Administrator rhust review all Disclosure and Consent Reports from

Investigators (regardless of the presence or iumber of SFI) and determine whether: -

i Any disclosed $F! Is related to the funded project: The Investigator's SFl is related
to research when the COI Administrator reasonably determines that the SFI could
be affected by the funded research:; or is an entity whose financial interest could
be affected by the research. The COI Administrator may involve the Investigator
in the COIl Administrator's determination of whether a SFl Is related to the funded
project.

il. Any SFlis a FCOL: FCOI exists wher KNH, through its COl Administrator, reasonably
deterrmines that the SFl could directly and sighificantly affect the design, conduct,
or reporting of the funded research.

The review and determination noted above must be conducted by the COl
Administrator at the following times:
(a) Prior to the hospital's release &f any funds under a funded research prolect
(b) Within 60 days whenever, in the course of an ongoing funded project, an
Investigator who is new to participating in the project discloses a SFI or an existing
Investigator discloses a new SFl to Kenyatta National Hospital; and
(c) Within 60 days whenever KNH identifies a SFI that:
« was not disclosed in a timely manner by an Investigator; or
» for whatever reason, was not previously reviewed by KNH during an ongoing
funded research project,

The COI Administrator, on. behalf of KNH, will maintain records relating to all
Investigator disclosures of SFls and Kenyatta National Hospital review of, aid response
to, such disclosures (whether or not & disclosure resulted in KNH determindation of &
FCOI) and all actions under the KNH's standards or retrospective review related to thé
SFI and/or FCOIl, according to the Research Records Stewardship Guidance
Procedure as well as the Funder Regulation..

KNH is required to submit to the Funder, or permit funder on site to review, all records
pertinent o compliance with this procedure,

4.5. Reporting of FCOI to the Funder

If it is determined that there is a FCOI, the COlI Administrator must prepare a
management plan. This plan will include reporting as follows: pricr to the expenditure
of funds; within 40 days of identification for an investigator who is newly participating
in the project; within 60 days for new, or newly identified, FCOIls for existing
investigators; and on annual basis to provide status of FCOI.

The Investigator is required to comply with the Management plan prescribed by the
COIl Administrator.

15



On behalf of KNH, the COl Administrator will monitor compliance with the
management plan until the|completion of the project or the FCO! no longer exists.

KNH, through its COl Admiqisirctor, must provide initial and ongoing FCOI reports to
the funder. FCOI reports mlTJst include sufficient information to enable the funder to
understand the nature and extent of the financial conflict and to assess the
appropriateness of the Hos;!bitcl's management plan.

4.6. Maintenance of Recorlcls

Records of Investigator ﬁncpciol disclosures and of actions taken to manage actual
or potential conflicts of interest shall be retained by the Conflicts Administrator until
three years after the later ofjthe termination or completion of the award to which they
relate, or the resolution of any government action involving those records.

4,7. Enforcement Mechanisms and Remedies and Noncompliance

In the event of non-compliapce, KNH may inifiate actions under applicable collective,
other agreements or other Hospital policies. The COI Administrator retains the ability
to advise the Medical Research Department of non-compliance.

When KNH identifies any 'SFl that was not disclosed in a timely fashion by an
Investigator or, for whatever reason, was not previously reviewed by the institution
during an ongoing funded brojec’r (including but not limited to when the SFI was not
reviewed in a timely foshi(;)n or reported by an external subcontractor), the COl
Administrator will determine within 60 days if any SF meets the criteria for a FCOI and
if so, follow the dictated procedure herein for FCOI management. Within 120 days,
the COI Administrator must ti:reofe aretrospective review of the Investigator's activities
with respect to the funded research and submit a mitigation report to the funder.

In any case in which funder|determines that a clinical research funded project, whose
purpose is to evaluate thsl,- safety or effectiveness of a drug, medical device, or
tfreatment has been designed, conducted, or reported by an Investigator with a FCOI
that was not managed or reported by Hospital as required by the regulations, KNH
requires the Investigator in\:/olved to disclose the FCOI in each public presentation
which involves the results of the funded research, and also to request an addendum
to previously published presentations including details of the FCOI.

On the basis of its review of records or other information that may be available, NIH
may decide that a porﬂcu!or FCOI will bias the objectivity of the NIH funded project
to such an extent that further corrective action is needed or that the KNH has not
managed the FCOI in accordance with this Procedure, the COI Administrator may
request the Investigator cef:xse spending NIH funds untii the matter is resolved.
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4.8. Public Accessibility of InNformation

KNH shall maintain an up-to-date, written and enforced staridardss {and associated
procedures) on FCOIs, that complies with the NIH regulations and make such
policy/standardss available for public access at KNH website. Information concerning
identified FCOIs shall be made publicly accessible prior to the receipt of funds within
5 calendar days of a written request and will be updated within 60 days of a newly
identified FCOI as well as annually.

After an award has been granted, KNH shall record information concerning any S

that meets all of the following criteria:

(a) a disclosed SFl, which is held by an Investigator, identifled by the KNH as senior/key
personnel! for the NIH funded research project in the grant application, contract
proposal, contract, progress report, or other required report submitted to the NIH;

(b) any SFirelated to the NIH funded research determined by the COl Administrator;
and

(c}) any FCO! determined by the COI Administrator.

This recorded information shall be comprised of the relevant project, Investigator and
SFI details and shall remain available to written requests for at least 3 years from the
date that the inforrhation was most recently updated. Information will only be
supplied for those Investigators who meet dll criteria listed above.
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