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1. Introduction
The ICR encourages members of its staff to consider research funding from a wide range of sources and to engage in a wide variety of external activities, such as serving on government, business and community boards, providing expert advice, media commentary, professional practice, outreach and collaborations with the commercial world, including via consultancy, research collaboration, knowledge exchange and intellectual property transactions. The ICR considers such funding and activities to be to the benefit of the ICR, the individual concerned and ultimately to cancer patients. However, on occasion they may give rise to conflicts of interest whether potential, actual perceived or alleged. 
Competing or conflicting interests in research are those, whether of a financial nature or otherwise, that could influence the objectivity and impartiality with which research is conducted or results interpreted or which could undermine objectivity, integrity or perceived value of a piece of research.
All ICR officers, staff and students are required to recognise and disclose activities that might give rise to conflicts of interest or the perception of conflicts and to ensure that such conflicts are properly managed or avoided. If properly managed, such activities can usually proceed as normal whilst at the same time protecting the integrity and reputation of the ICR and its researchers.
It is therefore the ICR's policy to encourage and promote external activities whilst ensuring that when conflicts or perceived conflicts of interest arise they are disclosed, acknowledged, and where necessary, properly managed.
1.1 Roles and Responsibilities
ICR Person:
· Responsible for familiarising themselves with this policy and for recognising situations in which he or she has a conflict of interest, or might reasonably be seen by others to have a conflict, to disclose that conflict to the appropriate person and comply with any other requirements (e.g. prohibitions) and abide by the conclusions reached by their HoD or the Director of Business and Innovation as applicable. 
· Responsible for submitting the declaration form (including any conclusions reached) to Secretariat  
Heads of Division:  
· Responsible for implementation of the policy as it applies to declarations in publications.  
Line Manager: 
· Responsible for implementation of the policy (except as relating to declarations in publications) as it applies to their line reports.  
· If an ICR Person has any queries or concerns regarding conflicts of interest, the line manager would be the person the ICR Person would be expected to discuss this with.  
· The line manager must review the query or concern, identify whether this situation falls under the scope of this policy.  If it does, they should direct the person to take the actions required by this policy.  
· If the line manager requires any guidance, they should in turn reach out to the Director of Business and Innovation.
Director of Business and Innovation: 
· Responsible for advising line managers where they have been approached by a line report over a query or concern related to a research related conflict of interest 
· Advises IC Persons in relation to any request by a Clinical Trial funder and/or sponsor asking for declaration of interest (to comply with US FCPA) re ICR researchers other than the Principal or Chief Investigator of the trial
· Reviews declarations of significant financial interests in research funded by the US National Institutes of Health (NIH) and decides whether it is related to NIH funding
· if it is not related to the NIH funding, records the reason for the decision;
· if the SFI does or may constitute an NIH-funding-related financial conflict of interest, agrees a plan for managing the conflict with the researcher and forwards conclusion to the Secretariat, and is responsible on behalf of ICR for submitting the FCOI report to NIH, and for providing NIH with annual reports on how the conflict is being managed.
· Where the approach cannot be agreed, escalates this to the Chief Executive Officer of the ICR.
Secretariat:  Responsible for maintaining the Central Register of Declarations of Interest and reporting on trends on an annual basis to the Management Committee and Executive Board.
1.2 Definitions and Glossary 
[bookmark: a915288]In this policy references to:
[bookmark: a405202]"conflicts" or "conflicts of interest" include actual and/or potential conflicts of interest and/or duty;
[bookmark: a292724]a "Connected Person" means (in relation to the ICR Person in question):
(i) [bookmark: a687790]a child, stepchild, grandchild, parent, grandparent, brother or sister of the person in question;
(ii) [bookmark: a659202]the spouse, unmarried partner or civil partner of the person in question or of any person falling within paragraph (i) above;
(iii) [bookmark: a135519]any person who is in a business partnership with the person in question or any person who is in a business partnership with any person falling within paragraph (i) or (ii) above; and
(iv) [bookmark: a632025]any company, business, trust, or organisation in which the person in question (or any person falling within paragraph (i) (ii) or (iii)) has an interest as a beneficiary or through ownership, control or influence.
If in doubt about whether a person is a Connected Person, the individual considering the declaration should seek advice from their line manager or other person qualified to advise on the matter; and
“ICR Person” is defined in Section 2.
2. Scope
This Policy applies to the following individuals (who shall be referred to collectively in this Policy as “ICR Persons”):
· Full and part time staff employed by the ICR or any of its subsidiaries, including jointly employed staff who are employed by other institutions such as the Royal Marsden.
· All students of the ICR
· Anyone affiliated to the ICR by way of an honorary contract (including but not limited to honorary academics, emeritus academics, visiting academics and visiting researchers as well as Fellows and those holding ICR Honorary Degrees).
The Policy provides a standard to which all ICR Persons must adhere. It applies to both the conduct of research and the publication of any results arising from research at ICR. 
ICR’s overarching Conflict of Interest procedure sets out general guidance and overarching principles on how to recognise a conflict of interest, and the process and declaration that should be made in the event such conflict of interest is recognised. 
This Policy sets out specific additional requirements as they relate to ICR’s research activity.


[image: Institute of Cancer Research logo]
3. 

4. Summary of Processes to follow and Documents to be completed
	Refer to 
	Research Output
	Applicable to
	When
	Action required to adhere to this Policy  

	Appendix 1
	Any
	ICR Persons
	Where there is a Conflict of Interest
	Submit the online “Conflict of Interest Declaration” in accordance with ICR’s Overarching Conflict of Interest Policy and selecting “ICR Policy on Conflicts of Interest and Competing Financial Interests in Research” as the associated policy under which the declaration is being made at the time the conflict first arises, or as soon as it is recognised that a conflict has arisen or might be perceived (whichever earliest)

	Appendix 2
	Research publications (includes papers, articles, reviews, conference presentations and book chapters)
	ICR researchers named as an author
	Where circumstances are such that not declaring the interest in the research publication could embarrass the author and/or ICR were the circumstances to become publicly known either during the research or after the results of the research are published (see examples in Appendix 2)  
	
Include a Statement of Declaration in the Research Publication.

	Appendix 3
	Clinical Trials (CT)
	ICR staff and honoraries (in the context of their ICR work) who
· are CT Chief Investigator
· are CT Principal Investigator 
· are on CT Co-investigator list 
· assume a leadership role in an ICR sponsored clinical trial (see circumstances in Appendix 3).
	Where financial or other interests (listed in Appendix 3) are held by
- applicable ICR individuals (see left) or 
- any persons Connected to them (see definition of Connected Persons in section 1.1)
	1. Before any commitment is made to the CT role: submit a declaration of conflicts of interest internally within ICR using the online “Conflict of Interest Declaration” in accordance with ICR’s Overarching Conflict of Interest Policy and selecting “ICR Policy on Conflicts of Interest and Competing Financial Interests in Research” as the associated policy under which the declaration is being made; 
2. Make declaration to the Sponsor of the CT; and
3. Make declaration to any other body that asks for such a declaration

	
	
	
	
In all cases
	
Prohibited from holding certain financial interests (listed at Appendix 3 section 1) during the CT and until after the CT results are published 

	
	
	
	Where funder and/or sponsor is asking for declaration of interest (to comply with US FCPA) re ICR researchers other than the Principal of Chief Investigator 
	Refer the request to the Director of Business and Innovation.


	Appendix 4
	[bookmark: _Hlk208583260]ICR research funded by the US NIH or proposed for such funding
	All involved in the design, conduct or reporting of such research (whether ICR is lead or a sub-contractor).  
	In all cases
	Complete the NIH online tutorial regarding financial conflict of interest. This may be found at http://grants.nih.gov/grants/policy/coi/tutorial2011/fcoi.htm before the study starts and at a maximum of 4- year intervals thereafter

	
	
	
	Where any Significant Financial Interests
	Submit a declaration of conflicts of interest internally within ICR using the online “Conflict of Interest Declaration” in accordance with ICR’s Overarching Conflict of Interest Policy and selecting “ICR Policy on Conflicts of Interest and Competing Financial Interests in Research” as the associated policy under which the declaration is being made 
[bookmark: _Hlk200357870]Submit a “Declaration of significant financial interests in research funded by the US National Institutes of Health (NIH)” within 30 days of them arising or the investigator first becoming aware of them



5. Recognising competing or conflicting interests 

A conflict of interest arises where the commitments and obligations owed by an individual ICR Person to the ICR or to other bodies, for example a funding body, or the integrity of research results are likely to be compromised or may appear to be compromised. There can be situations in which the appearance of conflict of interest is present even when no conflict actually exists. Thus, it is important for all ICR Persons when evaluating whether a conflict of interest exists to consider how it might be perceived by others.

6. Next stages after a declaration 

In the case of Significant Financial Interests in the case of ICR research funded by the US NIHR, the Director of Business and Innovation (or CFO if applicable) will discuss the actual or potential conflict with the individual concerned and may consult with his or her Head of Division, the Director of Finance, CFO or the CEO as required. Many situations will require nothing more than a brief written record of the declaration and the discussion to be held in the ICR's records.
[bookmark: _Hlk208583605]In all other cases, the next stages will follow the Overarching Conflict of Interest Procedure.

7. [bookmark: _Hlk200047411]Actions the University may take where ICR Persons fail to declare perceived or actual conflicts of interest
As set out in the Overarching Conflict of Interest Procedure.

[bookmark: _Hlk200210274][bookmark: _Hlk200047621]Furthermore, if an author's scientific judgement is believed to have been compromised by committing a breach of this policy, this will be investigated under ICR's Procedure for Investigating Misconduct in Research.

If a false declaration is found to have been made by a non-employee as lead author, the matter will be reported to their employer.

8. Queries, concerns and escalation

[bookmark: _Hlk200052367]If an ICR Person has any queries or concerns regarding conflicts of interest, for example where a particularly complex case has been identified, they should discuss this with their line manager in first instance, who should in turn reach out to the Director of Business and Innovation is they need further guidance.   

Should an ICR Person wish to raise concerns, report breaches or escalate identified issues regarding conflicts of interest relating to another person, they should follow the procedures set out in ICR’s Whistleblowing Policy.  

9. Related Documents

· Overarching Conflict of Interest Principles and Procedure
· Policy and Procedures on the formation of Spin-Out Companies 
· Procedure for Investigating Misconduct in Research
· Whistleblowing Policy 
· Rewards to Discoverers Scheme
· Policy on the Acceptance and Provision of Gifts & Hospitality
· Bribery Policy
· Employing close relatives of staff
· Procurement policy
· Policies and Practices on Intellectual Property


Appendix One: 
Guidance on What can amount to Competing Political, Financial and other Interests in the Context of Research and
Procedure for Declaring such Conflicts of Interest
Any personal political, financial or other interests should be declared if circumstances are such that any undeclared interests could put into question the integrity of ICR research, jeopardise ICR funding, embarrass the researcher and/or ICR were they to become publicly known at any time.

Further guidance is given below on the following categories of interest:
· Political interests;
· Personal financial interests (including participation in royalty streams, share options and equities but excluding shareholdings in pooled funds such as unit trusts unless they are specific to the operations of ICR or benefit ICR);
· Non-financial interests;
· Access to non-public information;
as these present a greater risk of creating a potential, perceived or actual conflict of interest with ICR Person’s research activities and ICR Persons should consider any such interests with particular care.

1. Positions of political or other influence

ICR Persons must carefully consider submitting a Conflict of Interest declaration If they or a Connected Person (as defined in Section 1.1 of the main body of this policy) are:
· An elected or appointed government official
· An employee of or acting on behalf of government, a government agency, or enterprise performing a governmental function
· A political party member, officer, employee or candidate
· Someone acting on behalf of a political party or a candidate for political office
· A consultant, employee or person acting on behalf of a public international organization
· A representative of government in any other capacity.
[Note that government covers all levels and sub-divisions of government, including local and national government and administrative, legislative and executive government.]
particularly if the person holding that position has decision making authority or official influence over
· Pharmaceutical or other medicine product licences;
· Conditions under which pharmaceutical products are imported, marketed, distributed or sold;
· Price/reimbursement or formulary listing of pharmaceutical products or medicines;
· Approval or authorisation of clinical trials or other research and development undertakings; and/or
· Government funding of research or higher education institutions.

Declarations of the type set out above may also be requested by research sponsors to enable them to comply with the US Foreign Corrupt Practices Act ("FCPA"). The above declarations should therefore also be made to research sponsors and to any regulatory body if requested. 

Research sponsors may also request information about other ICR employees or officers other than those directly involved in the research; such requests should be referred to the Business and Innovation Office.
 
2. Personal financial interests

A personal financial interest, for the purposes of this Policy, is one where there is or appears to be opportunity for personal financial gain, financial gain to a Connected Person (as defined in Section 1.1 of the main body of this policy), or where another party might take the view that financial benefits might affect that person's actions.

Personal financial interests include anything of monetary value, including but not limited to:
· Payments for services;
· Consultancy arrangements;
· Equity interests (e.g. stocks, stock options or other ownership interests); and/or
· Royalties from intellectual property rights.

The level of financial interest is not the determining factor as to whether a Conflict of Interest should be disclosed. Any financial interest, however small should be disclosed if it creates a Conflict of Interest. A Conflict of Interest may arise if the interest might provide, or be reasonably seen by others to provide, an incentive to the individual which influences their decisions or causes them to act in a particular way in the context of their research activities at the ICR.



3. Non-financial interests

Non-financial interests which may come into conflict, or be perceived to come into conflict, with a person's obligations or commitments to the ICR or to other bodies with whom the ICR has a relationship, for example funders of research, should also be declared. 
Such non-financial interest may include any benefit or advantage, including, but not limited to, direct or indirect enhancement of an individual's career, education or gain to a Connected Person (as defined in Section 1.1 of the main body of this policy). 

4. Use of non-public information

When negotiating or carrying out research collaborations with commercial entities, ICR researchers may have access to commercially sensitive and confidential information, it is imperative that any such information is kept confidential and not discussed or used other than is strictly necessary to carry out the research – doing otherwise may jeopardise the collaboration and place ICR in breach of its confidentiality obligations to the commercial partner. Any approach to provide such information to a third party should be declared to the Director of Business and Innovation at the ICR.
It is possible that, when the results of research collaborations are announced to the public, they may have an effect on the share price of any company who is sponsor or otherwise involved in the work. It is illegal for someone with potential access to non-public information to trade in the shares of a company based on that information before it is made public. Doing so may result in fines or even a custodial sentence. It may also be a disciplinary offence at ICR due to the adverse effect it would have on ICR's reputation. ICR researchers that have information about potential collaborations or the results of collaborative work that have not yet been publicly announced should take professional advice before trading in the shares of any company involved until the results have been publicly announced.
[bookmark: _Hlk209099970]
5. [bookmark: _Hlk209099939]Disclosure

Disclosure should be made using the online “Conflict of Interest Declaration” in accordance with ICR’s Overarching Conflict of Interest Policy and selecting “ICR Policy on Conflicts of Interest and Competing Financial Interests in Research” as the associated policy under which the declaration is being made.  
The general rule is that disclosure should be made at the time the conflict first arises, or it is recognised that a conflict has arisen or might be perceived (whichever earliest).  

[bookmark: _Hlk209101631]Appendix Two:
 Declaration in Research Publications
[bookmark: _Hlk200016897]Competing interests in research are those that could influence the objectivity and impartiality with which research is conducted or results reported or interpreted. 
Any personal political, financial or other interests should be declared in a Research Publication if circumstances are such that any undeclared interests could embarrass the author and/or ICR were they to become publicly known either during the research or after the results of the research are published.   Examples of types of competing interests that should be declared in a Research Publication are set out in section 1 below.
Such interests, if they present a Conflict of Interest, should also be declared internally under ICR’s Overarching Conflict of Interest Procedure.
For the purposes of this policy, Research Publication includes papers, articles, reviews, conference presentations and book chapters. It does not include conference abstracts unless declaration is required by the conference organisers. 
[bookmark: _Hlk209101808][bookmark: _Hlk209101845]
1. Examples of competing interest that should be declared in Research Publications
Examples of competing interests which should be declared in Research Publications might include any of the following:
1.1 Funding

Research support of any value (including salaries, equipment, supplies, reimbursement for attending symposia, and other expenses) by organisations that may gain financially through the publication of the results of research.
1.2 ICR Interests

Where ICR has an interest in a company that may gain financially through the publication of the results of research (this would be principally through shareholdings in start-up companies) and where ICR has a financial interest in a product that may be increased in value through the publication of the results of research.  The Business and Innovation Office maintains a list of start-up companies, companies and products in which the ICR has an interest.
1.3 Employment

Recent (that is, while engaged in the research project), present or anticipated employment by any organisation that may gain financially through the publication of the research.


1.4 Personal financial interests
1.4.1 stocks or shares in companies that may gain financially through publication (excluding shareholdings in pooled funds such as unit trusts unless they are specific to the operations of ICR or provide a benefit to ICR). 
1.4.2 consultation fees or other forms of remuneration (such as payment as a Board Director or advisor) from organisations that may gain financially through the publication of research results perhaps because the organisation owns patents or patent applications whose value may be affected by publication.  Such consultancy agreements should be declared as a Conflict of Interest even if the consultant does not take personal payment for the consultancy but receives payment in kind, such as the benefit of travel to conferences, and consultancy agreements should also be declared even if the consultant puts the payment in a discretionary budget.
1.4.3 payments to the individual via ICR's Rewards to Discoverers Scheme, whether or not these payments are put in a discretionary budget,  that may be increased because the financial return on that invention is increased by publication. 
[bookmark: _Hlk209102010]
2. Statement of Disclosure in Research Publications
ICR Persons must clearly disclose in any Research Publication any personal political, financial or other interests if circumstances are such that any undeclared interests could embarrass the author and/or ICR were they to become publicly known either during the research or after the results of the research are published, or if they do not have any should make a statement to that effect.
Researchers should retain copies of their Statement of Disclosure in the Research Publication for at least five years. This procedure can be subject to audit by Internal Audit.
If an author is not free to make a Statement of Disclosure in the Research Publication, such as due to a confidentiality agreement with a sponsor, then the first consideration must be whether to publish at that time.  If it is decided to proceed, permission should be sought from the sponsor to make a Statement of Disclosure.   

3. Group Statement of Disclosure in Research Publications
It is a lead author's responsibility to ensure that a group Statement of Disclosure is made in the Research Publication and to take reasonable measures to ensure the veracity of the subsidiary authors' statements.  It is reasonable to expect external authors to comply with this requirement as making a Statement of Disclosure in the Research Publication is becoming normal practice. If there is any uncertainty as to what are reasonable measures in a particular set of circumstances, then the Head of Division should be consulted. 
The wording of a group Statement of Disclosure in the Research Publication may be agreed with the co-authors as far as is possible so as to be in line with ICR's requirements.  
Where ICR personnel are subsidiary authors, they should endeavour to ensure a group Statement of Disclosure in the Research Publication is made.  However, they should make certain that their own declaration is filed.
1. 

Appendix Three:
[bookmark: _Hlk209099085] Managing Financial and Other Conflicts of Interest for Substantive and Honorary Employees serving as Investigators in Clinical Trials

Who does this Appendix Three apply to:
[bookmark: _Hlk200120552]This section applies to any ICR employee, including honorary employees when acting in their capacity as honorary employees, who is a Clinical Trial Investigators.  
This section also applies to any ICR employee, including honorary employees when acting in their capacity as honorary employees, who assumes a leadership role in an ICR sponsored clinical trial, where the Chief Investigator does not hold an employment contract (substantive or honorary) with the ICR for the role they undertake in relation to the clinical trial. For the purposes of this policy, the term 'Clinical Trial Investigators' also includes those individuals who assume such leadership roles in clinical trials, as described above.

Defined terms used in this Appendix:
· Chief Investigator: means, in relation to a clinical trial conducted at one or more trial sites, is the authorised health care professional, whether or not he is an investigator at any particular site, who takes primary responsibility for the conduct of the trial. The Chief Investigator assumes full responsibility for the treatment and evaluation of human subjects in the trial, and for the integrity of the research data and results. 
· Principal Investigator: means the authorised health care professional who is responsible and accountable for conducting a clinical trial at a particular trial site.
· Clinical Trial Investigators: means anyone who holds the role of Chief Investigator, Principal Investigator or co-investigator on a clinical trial.
· Funder: means an organisation that contributes funding and/or in-kind contributions (e.g. study drugs) to an ICR sponsored clinical trial. 
· Sponsor: means the organisation that is responsible for initiating, managing, and financing a clinical trial, and holds regulatory responsibility for a clinical trial.

1. Prohibited Financial Interests

Clinical Trial Investigators must not hold the following financial interests while the trial is being conducted and up to the time that the trial results are published and such financial interests should not be held by any Connected Person (as defined in section 1.1 of this policy):
· Any ownership interest, stock options or shareholding in a non-listed company, if that company is the Funder, Sponsor or beneficiary of the trial.
· Any shareholding or stock options in a listed company (excluding shareholdings in pooled funds such as unit trusts unless they are specific to the operations of the ICR or benefit the ICR), if that company is the Funder, Sponsor or beneficiary of the trial.  
· Any personal financial interest in the product being tested in the trial (other than benefits through the ICR's Rewards to Discoverers Scheme), such as a personal royalty interest in the product or personal payments due on a successful outcome of the trial.
[bookmark: _Hlk209107728]
2. Interests that must be declared

Clinical Trial Investigators must declare the following interests 
· internally within ICR using the online “Conflict of Interest Declaration” in accordance with ICR’s Overarching Conflict of Interest Policy and selecting “ICR Policy on Conflicts of Interest and Competing Financial Interests in Research” as the associated policy under which the declaration is being made;
· to the proposed Funder and/or Sponsor of the clinical trial; and 
· to any other body that asks for such a declaration
before committing to becoming a Clinical Trial Investigator.  
The declarations should also be made if the interests are held by any Connected Person (as defined in section 1.1 of this policy).

2.1	Financial Interests

· Any benefits through the ICR's Rewards to Discoverers scheme that will be received relating to the product being tested in the trial even if such payments are put in a discretionary budget.
· Any research support, including compensation in the form of equipment or other in-kind support, received from the company that is the Funder, Sponsor or beneficiary of the trial during the period of the trial and for one year after its completion and that is not related to studies associated with the trial.
· Any paid consultancy carried out for the company that is the Funder and/or Sponsor or the beneficiary of the trial during the period of the trial and for one year thereafter even if the payment is put into a discretionary budget or if the payment is received in kind.  
· Any other payments or benefits in kind from the company that is the Funder and/or Sponsor or the beneficiary of the trial during the period of the trial and for one year thereafter.
If Clinical Trial Investigators are asked by the Funder and/or Sponsor of the clinical trial to have no competing financial interests then all financial interests listed above, if they exist, must be terminated.

2.2	Other Interests 

· If they / a Connected Person are:
· An elected or appointed government official
· An employee of or acting on behalf of government, a government agency, or enterprise performing a governmental function
· A political party member, officer, employee or candidate
· Someone acting on behalf of a political party or a candidate for political office
· A consultant, employee or person acting on behalf of a public international organization
· A representative of government in any other capacity.
· Note that government covers all levels and sub-divisions of government, including local, and national government and administrative, legislative and executive government.
AND have decision making authority or official influence over
· Pharmaceutical or other medicine product licenses
· Conditions under which pharmaceutical products are imported, marketed, distributed or sold;
· Price/reimbursement or formulary listing of pharmaceutical products or medicines;
· Approval or authorisation of clinical trials or other research and development undertakings

Declarations of the type set out above may also be requested by Funders and/or Sponsors to enable them to comply with the US Foreign Corrupt Practices Act ("FCPA") and may require information about ICR employees other than the Principal of Chief Investigator. Any requests for information about ICR researchers other than the Principal or Chief Investigator in order to comply with FCPA should be referred to the Director of Business and Innovation.

[bookmark: _Hlk199944512]Appendix Four:
Declaration of Significant Financial Interests in NIH Research
Where research is funded in whole or in part by the US National Institutes of Health (NIH), all 'Investigators' must declare any 'Significant Financial Interests (SFIs)' which may reasonably appear to be related to the Investigator's institutional responsibilities to the Director of Business and Innovation. Investigators must also declare any SFIs of their spouse and children.

1. Definitions

For the purpose of this section:
1.1 'Investigator' means any person, regardless of title or position, who is responsible for the design, conduct or reporting of research funded by the NIH, or proposed for such funding.  This includes the PI and all postdocs, graduate students and scientific officers, but does not include those solely in technical/support roles;
1.2 Significant Financial Interests (SFIs) means all financial interests in excess of $5,000 in the previous 12 months from a publicly-traded or non-publicly traded entity, including remuneration, equity interests, income related to IP rights, or reimbursed/sponsored travel (except from an academic, medical or government source); SFIs do not include salary, royalties or IP rights from the ICR, income from non-commercial seminars or academic or governmental advisory committees, or income from investment vehicles where the investigator is not in direct control of investment decisions (e.g. pension).

2. Investigator responsibilities

2.1 Before the commencement of the study and at a maximum of 4- year intervals thereafter, all Investigators must complete the NIH online tutorial regarding financial conflict of interest. This may be found at https://grants.nih.gov/grants/policy/coi/tutorial2018/story_html5.html
2.2 Investigators must report all SFIs to the Director of Business and Innovation within 30 days of them arising or the investigator first becoming aware of them by 
· submitting a declaration of conflicts of interest internally within ICR using the online “Conflict of Interest Declaration” in accordance with ICR’s Overarching Conflict of Interest Policy and selecting “ICR Policy on Conflicts of Interest and Competing Financial Interests in Research” as the associated policy under which the declaration is being made; and
· attaching to that declaration the completed “Declaration of significant financial interests in research funded by the US National Institutes of Health (NIH)” form.

3. Interests that must be declared

3.1 [bookmark: _Hlk200357815]Upon submission of an SFI, it will be reviewed by the Director of Business and Innovation who will decide whether it is related to the NIH funding.
3.2 If it is not related to the NIH funding or does not constitute an actual or potential financial conflict of interest, no further action will be taken, but a record of the SFI and the reason for the decision will be kept.
3.3 If the SFI does or may constitute an NIH-funding-related financial conflict of interest:
3.3.1 A plan for managing the conflict will be agreed in accordance with section 6
3.3.2 The SFI and the plan for managing the conflict will be reported to NIH
3.3.3 Annual reports on how the conflict is being managed must be provided to NIH which will be produced in conjunction with the Director of Business and Innovation.

It is important that SFIs are reported to the Director of Business and Innovation as soon as they arise. In cases where the conflict is not reported promptly, the reporting and management requirements may become more onerous.  

If the above procedures are not adhered to, there could ultimately be a loss of funding to the Investigator and the ICR. 

4. Interests that must be declared

The above procedures apply to both collaborators and sub-contractors.  ICR is often a sub-contractor in collaborative NIH awards but is still bound by all NIH regulations including those relating to financial conflict of interest.  The lead institution has a responsibility to ensure that the sub-contractor is complying and the ICR may be required to make a contractual undertaking that it is.

Notes
1. Collaborations or contracts should not be entered into where disclosure (e.g. minimum disclosure of existence, company and type of agreement) is prevented indefinitely.  However, it is likely that any Agreement would include a clause whereby the company concerned would wish to see a form of words to be used by ICR regarding any collaboration.  This would need to be taken into account when declaring any collaboration with a company.  The wording should be agreed when negotiating the agreement or immediately thereafter.  In any event it needs to be sufficiently timely to allow for full disclosure at the appropriate time.  It is never appropriate to enter into consultancies that prevented their minimum disclosure.

2. This policy should be read in conjunction with The Bribery and Corruption Policy
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