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[bookmark: _Toc431906520]Governance and Management Structure – Organization diagram

The Centre for Research in Intensive Care (CRIC) is funded by Innovation Fund Denmark. CRIC is hosted by The Capital Region of Denmark and it employees affiliated with Intensive Care Unit, 4131 at Rigshospitalet.  
Figure 1: Governance and Management structure

[bookmark: _Toc431906521]Scientific Steering Committee (SSC)
CRIC is governed by a Scientific Steering Committee. The Scientific Steering Committee reviews the Centre’s overall progress and advises on future initiatives.
[bookmark: _Toc431906522]Composition
The Scientific Steering Committee is comprised of the following members: 
1. The chair of the CRIC Executive Committee (EC)
2. The chair(s) of the research program(s) of CRIC
3. Representative(s) of Copenhagen Trial Unit
4. International representative(s) within Intensive Care Research
5. Representative(s) of university hospital ICUs
6. Representative(s) of regional hospital ICUs
7. Representative(s) of hospital owners

[bookmark: _Toc431906523]Quorum
The Scientific Steering Committee can only convene when there is a quorum of at least 50% of the members present, and at least 60% of the members are actual present. If less than 60% of the members are present at a Scientific Steering Committee meeting non-attending members must be asked prior to any decisions made.
[bookmark: _Toc431906524]Chair
The chair of the Scientific Steering Committee will be elected among the committee members every year at the spring half-yearly meeting.
[bookmark: _Toc431906525]Terms of Office
Representatives: term is until the member steps down from their role within the group or organization they represent. The SSC appoints a new member.
The number and composition of members of the Scientific Steering Committee will be reassessed as necessary. Any changes to the number and composition of members of the Scientific Steering Committee will be decided by the chair and vice-chair of the Scientific Steering Committee and the chair of the CRIC Executive Committee.
[bookmark: _Toc431906526]Duties and responsibilities
The Scientific Steering Committee is responsible for advising the CRIC Executive Committee on the following:
· Overseeing the Centre’s general operations and activities
· Providing guidance on the Centre’s strategic plan and future direction
· Monitoring the Centre’s accounts and financial concerns
· Reviewing and approving request for assistance and support provided by the Centre
· Overseeing all grants and projects administered by the Centre
· Overseeing issues of scientific integrity and research conduct
· Providing ongoing review of Centre staff and staff related issues
· Ensuring adherence to the Centre’s Mission Statement (Appendix 1)
· Establishing Sub-Committees as required, and determining the composition, duties, responsibilities, limitations and operating procedures of those Sub-Committees
[bookmark: _Toc431906527]Meetings
The Scientific Steering Committee meets two times a year - typically April and October. Project Manager / daily leader of CRIC office is invited and expected to attend Scientific Steering Committee meetings. The Project Manager will report to the Scientific Steering Committee about the Centre’s general operations and activities, as well as status of all CRIC related programs.    
[bookmark: _Toc431906528]CRIC Executive Committee (EC)
CRIC office is governed by a Centre Management Committee.
[bookmark: _Toc431906529]Composition
1. The grant holder (chair)
2. A Copenhagen Trial Unit representative (host and partner)
3. Project Manager (daily leader of CRIC office)
[bookmark: _Toc431906530]Quorum
The EC can only convene when there is a quorum.
[bookmark: _Toc431906531]Chair
The present grant holder will be the chair of the EC.
[bookmark: _Toc431906532]Terms of office
Representatives: term is until the member steps down from their role within the group or organization they represent. The EC appoints a new member.
The number and composition of members of the Execitive Committee will be reassessed as necessary. Any changes to the number and composition of members of the Executive Committee will be decided by the chair of the Scientific Steering Committee and the chair of the CRIC Executive Committee.
[bookmark: _Toc431906533]Duties and responsibilities
The EC is responsible for
· The Centre’s general operations and activities
· The Centre’s strategic plan and future direction
· The Centre’s accounts and financial concerns
· The assistance and support provided by the Centre
· Seeking grants and project administration
· Handling issues of scientific integrity and research conduct
· Centre staff and staff related issues
· Adherence to the Centre’s Mission Statement (Appendix 1)
[bookmark: _Toc431906534]Meetings
The EC meets preferential once a week or at least once a month.
[bookmark: _Toc431906535]Conflict of interest
This section is to be read in conjunction with the ……….
The term “conflict of interest” refers to a situation where a conflict arises for an individual between two competing interests. These are often, not exclusively, interests of public duty versus private interests. This refers to a reasonable perceived, potential or actual conflict of interest. Conflicts of interest can involve financial or non-financial interests of the staff member and the interests of a business partner or associate, family member, friend or person in, or who has had, a close personal relationship with the staff member.
[bookmark: _Toc431906536]Conflict of interest management
Upon commencement, a conflict of interest (COI) disclosure form must be completed by all:
· Scientific Steering Committee members
· Executive Committee members
· Investigators (management committee members)
· CRIC office staff
· Students
If there is any real, potential or perceived conflict of interest in the past two years regarding the person’s role at the CRIC, then the conflict of interest should be declared. A COI disclosure must also be completed and returned to the Business Manager whenever there is a change in circumstances that requires disclosure. Participation on CRIC Study Management Committees is contingent upon the timely completion of the COI disclosure. 
Any real, perceived or potential conflict of interest will be assessed as follows:
· For Scientific Steering Committee board members – the chair of the board
· For Investigators – the Management Committee of the relevant study
· For CRIC staff – the chair of the Executive Committee
If applicable a management plan to mitigate or remove the conflict of interest will be developed in conjunction with the individual who has the conflict of interest. The management plan will be documented and kept on file.
[bookmark: _Toc431906537]Acknowledgement and authorship
The publication and authorship policy should be clearly stated in the study protocol. 
Researchers using CRIC facilities or services must acknowledge the contribution of the Centre to their research in publications and presentations.
[bookmark: _Toc431906538]Data ownership
All data obtained through collaboration with other bodies and structured groups of investigators is assumed to be conjointly owned, unless negotiated otherwise prior to commencement. All such arrangements will be documented accordingly in the form of a Memorandum of Understanding or Clinical Trial Agreement. Further, no data may be released without the documented approval of the CRIC Scientific Steering Committee.
[bookmark: _Toc431906539]Human research ethics committee approvals
All studies endorsed or initiated by CRIC will and shall apply to rules set by legal authorities in each and all of countries involved. 
[bookmark: _Toc431906540]Appendices
[bookmark: _Toc431906541]Appendix A - Mission Statement 

The mission of the Centre for Research in Intensive Care (CRIC) is to:

•	Conduct  high  impact,  large-scale,  investigator-initiated  clinical  trials  designed  to determine best and most cost-effective practice in Intensive Care Medicine (ICM)

•   Increase the quality of clinical trial design through proper preparation including systematic reviews and cohort studies and through biostatistical analysis of results due to the highest standards in this field

•	Be readily accessible to all -researchers in critical care

•	Expand the national and international reach of large trials

•	Introduce systems to integrate research results into clinical practice by promulgating research-based practice guidelines

•	Develop integrated clinical research programs that provide the training ground for future clinical trialists in the field of ICU

•	Encourage and support clinician researchers in research theory, study design, study conduct, data analysis and scientific writing

[bookmark: _Toc431906542]Appendix B – Industry funded bodies
Conducting research with industry funding bodies – policy.
Background
This  policy  outlines  the  relationship  between  the  CRIC  and  industry  funding  bodies including but not limited to the pharmaceutical industry and manufacturers of therapeutic, monitoring or diagnostic devices. 
For the purposes of this document, the pharmaceutical industry and manufacturers of therapeutic, monitoring or diagnostic devices will be referred to as “industry” and commercial/industry funding may take the form of monetary support and/or supply of therapeutic agents and devices at reduced or no cost.
Purpose
The purpose of this policy is to ensure that all CRIC investigators and staff members have an understanding of the:
•   Implications of receiving funding from industry bodies
•	Potential or perceived conflicts of interest in dealings with any industry funding body, and
•   Process involved when dealing with an industry funding body.
Policy 
Board assessment of a potential funding opportunity:
Prior to agreeing to accept industry funding for research, the CRIC Scientific Steering Committee must assess the risk of undertaking the industry research activity taking into account:
•   Legal risks
•   Risks to reputation, and
•   Business risks.
Conditions of accepting industry funding:
1.	When industry funding is obtained for a specific project, the protocol must document that the funding has been obtained from industry.
2.	The  appropriate    submission to legal authorities  for  the  industry  funded  research  project  must include details of the industry funding in the application.
3.	Industry funding for research will only be accepted on the basis that whilst the industry funding body may offer suggestions regarding research design, study management, data analysis, report writing or publication, all final decisions will rest with the study Management Committee.
4.	The industry funding body will be advised of the detailed study results at an agreed time before publication but it will not restrict or place limitations on the publication of research results.
5.	All industry funded research publications and presentations must state that, “Funding has been received from <Name of commercial entity> in the form of an unrestricted grant to the CRIC.
6.	No money will be paid directly to individual staff members, adjuncts or affiliates from the industry funding body for performance of the research project.
7.     A formal contractual arrangement between the industry funding body and the CRIC                  must be executed prior to commencing the industry funded research.
8.     A budget including the CRIC’s levy must be included with the contract.
9.	Any funds from industry sources must be paid into a CRIC fund and be solely used for the purpose of the research activity.
10.   CRIC investigators and staff members should not allow their names or the name of the  CRIC to  be  associated  with  any  form  of  direct  advertising,  unless  the commercial nature  of their involvement is clearly stated and there has been prior approval  by  the  CRIC steering committee. An association between the CRIC and any product does not imply endorsement of the product. A disclaimer to this effect should be included in any industry advertising material relating to the study.
11.   In any commercial arrangement between a CRIC investigator or staff member and industry, if the CRIC is directly or indirectly involved, the final agreement must be subject to CRIC steering committee. If negotiations are conducted in a personal capacity, no mention of the CRIC may be made.
Partnership grants with industry funding bodies
Collaboration with industry funding bodies may offer sources of research support with partnership  grants.  In these  circumstances  it  may  be appropriate for a representative from the industry funding source to join a research Management Committee. In this case, the industry funding body will be asked to nominate a representative. Agreement must be obtained from a quorum of the existing Management Committee   members   prior   to   the   industry   representative   joining   the   Management Committee.

Industry funding / Sponsorship - Procedure
1.	Sponsorship  funding  for  educational  meetings  /  conferences  may  be  sought  from industry funding bodies, however, both the CRIC and the industry funding body must comply with authoritative regulations within this area. 
2.	Prior approval from the CRIC Scientific Steering Committee must be sought before accepting sponsorship from an industry funding body.
3.	A formal contract or exchange of letters outlining the terms of sponsorship will be required.
4.     Sponsorship must never be contingent on changes to any part of the meeting.
5.	Funding support for the costs of a visiting speaker will be acceptable provided that such  support  is  acknowledged  at  the meeting.  If  the  industry  funder  nominates a speaker, then the presentation will not contain product promotion.
6.     Other industry financial support in the form of venues or refreshments is acceptable.
7.	All   support   must   be   acknowledged   in   any   promotional   materials   and   at   the commencement of the conference.  

CRIC Executive Committee

Anders Perner
Jørn Wetterslev
Birgit Agerholm Larsen
CRIC Grant holder

Anders Perner
CRIC Scientific Steering Committee


Bodil Steen Rasmussen
John A. Myburgh
Ville Pettilä
Ingrid Egerod
Jakob Kjellberg
Jan Bonde
Chrisitan Gluud
Jens Winther
Morten H. Bestle
Hans-Henrik Bülow
Robert Winding
Theis Lange
Helle L. Nibro
Morten H. Møller
Anders Perner
Jørn Wetterslev

CRIC Research Program Management Committees (chairs)

Helle Nibro (Aarhus U. Hospital)
Ingrid Egerod (Rigshospitalet)
Bodil Steen Rasmussen (Aalborg U. Hospital)
Theis Lange (Sector of Biostatistics)
Jakob Kjellberg (KORA)
Morten H. Møller (Rigshospitalet)
Jørn Wetterslev (CTU)
CRIC International Advisory Board

Simon Finfer
Kathy Rowan
Jan Wernerman





















V:\BAL\CRIC office\Terms of reference\CRIC Terms of Reference 20151006.docx                          Page 2 of 10
 
		 
image1.png
CRIC

Centre for Research
in Intensive Care




