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I. The Guide Purpose TC "I. The Guide Purpose" \f C \l "1"  

Purpose

This guide was prepared and provided by the participating research funding agencies.  The Guide informs Research Performing Organisations (RPOs) of requirements for certifying appropriate management of potential conflicts of interest related to publicly funded research or commercialisation grants.

Source - Participating Research Funding Agenices: 

Enterprise Ireland 

Science Foundation Ireland 

IDA

Higher Education Authority
Health Research Board

Irish Research Council for Science, Engineering, & Technology

Priorities of Funding Agencies
· Resolve [delete: or eliminate]
 potential conflicts of interest that arise in relation to publicly funded research or commercialisation.  

· Promote RPO collaboration with business and industry partners. 

· Secure the reputation of Irish research for excellence and integrity

II.  The Guide Content TC "II.  The Guide Content" \f C \l "1" 
The guide includes: definition by examples for interests to be reported, a list of the individuals who are covered, the policy requirements for RPOs, and procedures for certifying appropriate RPO management of potential conflicts of interest. 

The appendix includes examples of situations that may lead to potential conflicts of interest and methods of managing them. 

The references include sample university policies and case studies that illustrate best international practice.  

III.  Guide Requirements and Implementation  TC "III.  Guide Requirements and Implementation " \f C \l "1" 
Requirements for RPOs:

A.   Certification  

When applying for a grant of public funds for research or commercialisation, RPOs are responsible to certify they have:

· Reviewed appropriate interest disclosures from all those covered by these guidelines and by RPO policy,

· Resolved [Delete: or eliminated]
 any potential conflicts of interest related to the proposed grant.

See Appendix I for a copy of the certificate.  

B.  Implementation 

Each RPO is required to publish and implement its policies and procedures for managing potential conflicts of interest.  Section IV provides more details.

Effective Date 
These obligations come into effect on [suitable grace period following the publication of the Guide]  
As of the effective date, the certification and implementation procedures covered in these guidelines are a condition for any application to the participating agencies for public funds for research or commercialisation.
 TC "IV. Potential Conflict of Interest" \f C \l "1" 
IV. Potential Conflict of Interest
A.   Description
Concerns arise when financial or personal considerations have the potential to influence (or reasonably appear to influence) the professional judgment of any researcher, manager, or other individual who is in a position to:

1. Influence the design or content of research 

2. Influence use of resources for research or commercialisation

3. Influence the publication of or use of research results

4. Realise inappropriate personal gain, directly or indirectly, from the use of public grant funds.

B.   Cause
Competing interests may arise at any time for individuals in positions of trust.  These competing interests are circumstantial and are not due to the fault of an individual.

C.    Examples
Appendix II provides examples of situations that may lead to potential conflicts of interest and ways of managing them.

V. Requirements for RPOs TC "V. Requirements for RPOs" \f C \l "1" 
A.  Published policy for managing potential conflicts of interest (CoI)
To receive public funding for research or commercialisation, RPOs are required to have implemented policy and procedures to certify that proposed research and commercialisation will not be influenced by any potential competing interests.  They are also required to distribute this information to all potentially covered staff, as defined in section VI.
B.   Policy content

RPO policy is required to:

1. Define who is covered by the policy

2. Define reportable interests

3. Describe when and how staff are responsible for reporting financial or personal interests

4. Assure confidentiality of all individual reports related to potential conflicts of interests

5. Describe options for resolving  potential or apparent conflicts

6. [Delete: Designate an office] [Insert: Define the structure]
  responsible for implementing the RPO’s procedures for managing potential conflicts of interest

7. Establish reasonable reporting, records keeping and internal audit systems for its programme to manage potential conflicts of interest.

C.   Certification

For each proposal for public funds to support research or commercialisation, an RPO is required to certify that it has followed the correct procedure:  
1. The responsible RPO office has reviewed any reports of financial or personal interest from covered individuals

2. The responsible RPO office has determined whether there is potential for (or appearance of) a conflict of interest, as outlined in section III.

3. Any potential conflict of interest has been resolved or eliminated. 

D.   Advice and Assistance
RPOs are responsible to provide information and advice to all staff and researchers to assist them in identifying, reporting and managing any competing interests related to publicly funded research programmes. 

E.   Certification Form
Appendix I provides a certification form that is required to be included with a proposal for public funds for research or commercialisation.

F.   Examples of Procedures
Reference I provides examples policies and procedures from three universities for managing potential conflicts of interest.  
G.  Review of RPO Policy   

Funding agencies will not review RPO policies, but may audit RPO records of financial and personal interest reporting, and RPO management of potential conflicts related to public grants for research or commercialisation.

VI.  RPO policy: Who Is Covered By These Guidelines TC "VI.  RPO policy: Who Is Covered By These Guidelines" \f C \l "1" 
A. Individuals to be Covered
All employees, academic staff, researchers, and post doctoral [Insert: researchers] [Delete: graduate and other students]
 who are participating in, responsible for, or in a position to influence or to benefit from the design, conduct, resources or outcomes of any fully or partially publicly funded research or commercialisation project.

B. Connected Persons to be Covered
For each individual who is covered, the RPO reporting requirement includes the [Insert: known, relevant and]
 reportable interests of connected persons or entities.  

Connected persons include immediate relatives and household members.  Connected entities include a business, consulting or commercial enterprise in which a covered individual or a connected person holds a reportable [Delete: financial] [Insert: beneficial]
 interest.  An RPO may elect to expand the definition of connected persons and entities.  [Note: in other cases in our document we say “financial and personal interest(s).”  Do we want to change those to say beneficial only, financial or beneficial, or leave as is?]

For examples of definitions for connected persons to be considered by the RPO in setting its policy:  Reference II provides extracts from:

· Code of Practice for the Governance of State Bodies, 2006, Appendix A, pp 20 – 22

· Standards in Public Office Act 2001, Circular 4, 2002, 14 January 2002, Appendix 1, Connected Persons
· National Standards Authority of Ireland (NSAI) Code of Business Conduct for Board Members.

C. Individuals Not Covered
Individuals who provide primarily technical support to a research programme or who are purely advisory with no direct access to research data or control over its collection or analysis are not covered, unless they are in a position to influence research results or have privileged information about outcomes.

VII. RPO Policy: Interests To Be Reported TC "VII. RPO Policy: Interests To Be Reported" \f C \l "1" 
A.  Definition
Reportable interests include:

1.    Influence

Only those interests are covered that could [Insert: substantively and]
 materially influence an individual in the performance of responsibilities related to a publicly sponsored research or commercialisation programme when the individual’s performance could convey or withhold substantial benefit on the person or a connected person or entity.

2.  Knowledge

Only those interests of the individual, and also interests of connected persons or entities, of which the self-reporting individual [Delete: has actual] [Insert: could reasonably be expected to have]
 knowledge are covered.

3.  Time limits

Usually only interests held at any time over the preceding 12 months or anticipated within the following 12 months from the grant application date are covered.

4.  Variation: 

· Not all individuals covered will have interests to report.

· Not all interests reported will be considered by the RPO as relevant to potential conflict of interest. 

B.  Examples of reportable financial and personal interests are available in References I and II.

VIII. RPO Policy:  When and How Interests Are To Be Reported TC "VIII. RPO Policy:  When and How Interests Are To Be Reported" \f C \l "1" 
RPO policy should:

1. Clarify when individuals have an obligation to report a disclosable interest. 

2. Encourage any covered person who is in doubt about a possible conflict of interest to report it. 

3. Establish procedures that encourage and enable compliance with self-reporting requirements.

4. Develop a standard process for reporting and reviewing disclosable interests. 

References I and II provide examples of procedures for RPO consideration.

IX. Non-Compliance With RPO Policy Or With These Guidelines TC "IX. Non-Compliance With RPO Policy Or With These Guidelines" \f C \l "1" 
A. Report to the Funding Agency

1. The RPO is required to inform the funding agency in writing within 15 days of discovery of any covered individual’s [Delete: failure to comply with:] [Insert: breach of these guidelines or of university policy regarding reporting and managing potential conflicts of interest, when the breach results in loss or inappropriate benefit, or cannot be corrected.]
[Delete:

· Requirements of these guidelines

· RPO policy for disclosure of interests

· Actions the RPO has directed to manage or eliminate potential conflicts of interest.]

2. The RPO report is required to inform the funding agency of the RPO response to [Delete: the failure to comply] [Insert: such a breach] and any related subsequent actions it has taken to manage, resolve or eliminate potential conflicts of interest. 

B. Funding Agency Response

The funding agency may conduct an independent review of non-compliance. Subsequently, it may choose to [Insert: apply sanctions which include but are not limited to]
:

1. Cancelling the research contract.

2. Seeking reimbursement of grant funds provided to the RPO either directly or through withholding future payments on research contracts.

3. Acting in concert, the funding agencies may determine the non-compliance is sufficiently significant to make further support to the [Insert: relevant researcher(s)] [Delete: or research group]
 inappropriate.

[Delete:

4. When making decisions about future research grants, the funding agencies will take into account the degree to which the institution has robust and effctive procedures in place for managing potential conflicts of interest.]

Appendix I:  CERTIFICATION TC "Appendix I:  CERTIFICATION" \f C \l "1" 
On behalf of 

___________________________________________________________

Research Performing Organisation
I certify all individuals required to make disclosures of interest related to this research/commercialisation programme have [Insert: read the university’s policy on managing potential conflicts of interest and have] complied. [Delete:, and either]  [Insert: Based on the representations these individuals have provided to me, I also certify that  

[Delete: 1) no significant financial interests are reported,] 

[Delete: 2) no] reported interests [Delete: are found to] [Insert: either do not] pose an [Insert: apparent] potential conflict of interest, or [Insert: appropriate arrangements have been made to manage or resolve any potential, apparent, or actual conflicts with the unbiased performance of all covered individuals involved in this research/commercialisation programme.]

[Delete: 3) all reported interests found to pose a potential, apparent, or actual conflict with the unbiased performance of all individual responsibilities for this research or commercialisation programme have been resolved, appropriately managed, or eliminated. ]

Research/Commercialisation Programme Title: 

___________________________________________________________

Research/Commercialisation Sponsor(s): 

___________________________________________________________

University Certifying Official: 

___________________________________________________________

Name:
 





Date:

___________________________________________________________

Title & Organisation

[Insert:

Programme Principal Investigator:

_____________________________________________________

Name:






Date:]

Each RPO participating in a research or commercialisation programme is required to submit a certification applicable to its own staff along with the proposal for funding.

Appendix II: Potential Conflicts & Resolution Examples TC "Appendix II: Potential Conflicts & Resolution Examples" \f C \l "1" 
A.  Potential Conflicts of Interest:  Situations that may give rise to a perception of, potential or actual conflicts of interest include:

1. Employment in addition to RPO employment

2. Outside professional activities and consultancy

3. Executive or non-executive directorships, compensated or uncompensated

4. Equity interests

5. Licensing of intellectual property

6. Private business related to research programme or activities

7. Unfunded use of research programme staff or facilities

8. Privileged information access in a relevant entity

9. Contracts and procurement responsibility

10. Gifts & benefits

11. Affiliation with an organisation with a direct interest in the subject matter or materials of the project researchers

12. Receipt of direct benefits such as sponsorship
, provision of materials, facilities, or personal support – travel, accommodations, conference fees or expenses – from external organisations or individuals with direct interest in the subject matter or materials of the project researchers.

13. Any external interest or relationship with potential to influence research & investigations, timing or content of publications & media reports, or grant applications, or material benefits to covered individuals

B.  Management or Resolution Options for Potential Conflicts of Interest:  Enabling research by managing or eliminating potential, apparent or actual conflicts of interest may include one or more of the following: 

1. Public disclosure of the related financial interest(s)

2. Notice of an interest or business relationship or sponsorship as an addendum to all publications arising from the project

3. Transparency of decision making

4. Independent oversight of decision making

5. Monitoring of a project by independent reviewers

6. Modification of the research plan, including roles or responsibilities of individual researchers

7. Appointment of additional, non-conflicted student advisors

8. Restriction of access to aspects of research or information, such as a double-blind study

9. Restriction to non-conflicting function(s)

10. Disqualification from participating in part or all of the funded research

11. Assignment of interest(s) to blind trust

12. Divestiture of significant financial interests

13. Severance of relationships that create actual or potential conflicts

14. Withdrawal from the project
REFERENCES TC "REFERENCES" \f C \l "1" 
Reference I:  University Policies & Procedures TC "Reference I:  University Policies & Procedures" \f C \l "1" 
A. University of Oxford

B. University of Glasgow

C. Mayo Clinic (Excerpts)

Reference: II:  Policy Examples - Public Bodies TC "Reference: II:  Policy Examples - Public Bodies" \f C \l "1"  

A. Code of Practice for the Governance of State Bodies, 2006

B. Standards in Public Office Act 2001, Circular 4/2002

C. National Standards Authority of Ireland, Code of Business Conduct

Reference III:  Case Studies TC "Reference III:  Case Studies" \f C \l "1" 
A. Procurement (Purchasing)

B. Monitoring Relationships
C. Licensing Technology

� Delete “or eliminate” as redundant.


� Delete “or eliminate” as redundant.


� University policy will describe responsibilities of appropriate individuals involved in the research/commercialisation programme or in the potential conflict of interest reporting and review processes, with broader scope than a single office.


� Graduate and undergraduate students should not be included in the CoI reporting requirements.  Graduate students will receive training on principles of identifying and managing potential conflicts of interest as part of their education programme. Neither they nor undergraduate students are paid for participation in research.  [Note: Will graduate fellowships be argued to be  payment for research participation?]


� Clarifies interests to be included.


� As case studies indicate, career and professional interests may give rise to potential conflicts of interest and should be included in a broader definition than just financial.


� Clarifies the meaning of materially to include substantive matters.


� Adjusts from accepting any after the fact denial offered to using the standard of reasonable judgment and conduct on the part of reporting individuals.


� Clarifies what is to be reported as meaningful breach when the university  is not able to correct by ensuring no consequences and no intent to commit a breach.


� Description of funding agency options should leave flexibility to take a range of actions rather than just a specific list.  





� Focuses potential agency response on those responsible,; avoids penalising uninvolved researchers.


� Description of funding agency options should leave flexibility to take a range of actions rather than just a specific list.  Unnecessary to specify this extreme option as it is just one among many open to the agency.


� Revisions intend to word the certification to be a reasonable representation of what the certifying official is in a position to know, and to avoid the impression that the certifying official absorbs the responsibilities of principal investigators and other researchers for reporting and managing potential conflicts of interest.


� The Principal Investigator, as research programme leader, is responsible for gathering the declarations of the research team and for continuing to manage the programme, ensuring any management arrangements for potential CoI are carried out and that any new reportable interests that arise are timely reported throughout the life of the programme.


� For example, covered individuals with equity in or who hold board positions on any company should not be involved in or attempt to influence the RPO license or contract terms to that company.


� For example, covered individuals should assure that their knowledge of an RPO license to a public company is not used in any way that could affect the company’s stock price, and that the knowledge is not used for investment purposes by themselves, their families, friends, or business associates.


� Covered individuals accepting research sponsorship from a company in which they have a significant financial interest presents a potential conflict situation, particularly from small and privately-owned companies.  However, this should not prevent them from receiving additional research support from a large, publicly owned company because they or an individual affiliated with them owns some shares in the company.


� A covered individual receiving research support is in potential conflict if he or she is in a position to influence that sponsor’s funding decisions or its acceptance of RPO terms in a license or contractual agreement.
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