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Without tension
There can be no music
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Role of NIH Working Groups

• To serve as fact-finding bodies to gather information, conduct 
research, analyze relevant issues and/or draft proposed 
position papers

• To deliver recommendations for deliberation by the full 
Federal Advisory Committee(s) 
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Working Group Composition

• Working Groups (WGs) are comprised of two types of 
members:

• Special Government Employees (SGEs) – Serving on an NIH Federal 
advisory committee and as a member of the MDWG

• Will continue to be covered by Conflict of Interest statutes and 
regulations

• Are required to file Confidential Financial Disclosure Report (OGE 
Form 450) and subsequent quarterly updates

• Follow Designated Federal Official’s (DFO’s) directions re: recusal 
obligations
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Working Group Composition

• Working Groups (WGs) are comprised of two types of members 
(cont):

• Non-SGEs – Selected for specific expertise as it relates to the needs of 
the working group 

• Are not held to the same Government Ethics rules and regulations 
as SGEs 

• Are required to complete the certification process as managed by 
the DFO
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Potential Sources of Bias 

• The following interests and relationships are potential sources of bias 
for a Working Group member or his/her immediate family member, 
among others:

• Holds a financial, equity, or a patent or other proprietary interest in 
an organization whose product or product concept:

• is a subject of and/or competes with a product or product concept 
that is the subject of deliberations

• would uniquely benefit from research emphasis in a defined area
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Potential Sources of Bias (cont) 

• The following interests and relationships are potential sources of bias 
for a Working Group member or his/her immediate family member, 
among others

• Seeks employment in an organization or serves as an officer, director, 
trustee, partner, or employee of an organization whose product or 
product concept is a subject of and/or competes with a product or 
product concept to be discussed

8



How to Identify and Resolve a Conflict 

• SGEs 
• Please excuse yourself from discussions of specific matters that could 

affect interests and relationships identified on your recusal list
• Please complete the certification process as managed by the DFO
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Presenter
Presentation Notes
There are some suggested actions that should be taken in cases where concern is raised about bias or undue influence.  Disclosure of financial, equity, or patent interests by the participants involved in the deliberation can allow the Federal official and the working group to determine whether a concern exists and whether any additional actions are warranted.  In most instances, knowledge of the interests will be sufficient to allow the working group to carry on its deliberations, while taking into consideration those interests as recommendations are made.  Another possible action is that participants recuse themselves from making recommendations in matters related to a concern. 

Full disclosure, as reflected in the meeting minutes of financial, equity, or patent interests by the participants involved in the deliberation will allow the Federal official and the working group to determine whether a concern exists and whether any additional actions are warranted. In most instances, knowledge of the interests will be sufficient to allow the working group to carry on its deliberations, while taking into account those interests as recommendations are made. Another possible action is that participants recuse themselves from making recommendations in matters related to a concern. 

The Federal official and the working group will respond to the concern by taking the conflict into account before the meeting AND at any time during the meeting.

the Federal official may make determinations regarding conflicts of interest and require that a participant not be involved in the discussion of an item that presents a potential conflict of interest. 

 by recusing the participant with the conflict from all discussion 
or 
disqualifying the participant from a recommendation on the issues to be discussed. 


 




How to Identify and Resolve a Conflict (cont) 

• Non-SGEs 
• Please read the Conflict of Interest and Confidentiality Information 

for Working Group Participants and review the WG charge and 
meeting agenda 

• Please read the Certification Statement and certify whether you have 
a potential or actual conflict of interest (COI) with an agenda item 
for each meeting

• Please disclose the COI to the DFO and working group prior to any 
discussions of that item so it can be reflected in the minutes along 
with the group’s determination of how to handle the conflict 

10

Presenter
Presentation Notes
There are some suggested actions that should be taken in cases where concern is raised about bias or undue influence.  Disclosure of financial, equity, or patent interests by the participants involved in the deliberation can allow the Federal official and the working group to determine whether a concern exists and whether any additional actions are warranted.  In most instances, knowledge of the interests will be sufficient to allow the working group to carry on its deliberations, while taking into consideration those interests as recommendations are made.  Another possible action is that participants recuse themselves from making recommendations in matters related to a concern. 

Full disclosure, as reflected in the meeting minutes of financial, equity, or patent interests by the participants involved in the deliberation will allow the Federal official and the working group to determine whether a concern exists and whether any additional actions are warranted. In most instances, knowledge of the interests will be sufficient to allow the working group to carry on its deliberations, while taking into account those interests as recommendations are made. Another possible action is that participants recuse themselves from making recommendations in matters related to a concern. 

The Federal official and the working group will respond to the concern by taking the conflict into account before the meeting AND at any time during the meeting.

the Federal official may make determinations regarding conflicts of interest and require that a participant not be involved in the discussion of an item that presents a potential conflict of interest. 

 by recusing the participant with the conflict from all discussion 
or 
disqualifying the participant from a recommendation on the issues to be discussed. 


 




Confidentiality & Closed Meetings - Reminder

Material made available to the working group, as well as discussions during 
closed meetings, are strictly confidential and may not be disclosed or discussed 
with anyone who has not been officially designated to participate in the working 
group meeting. 

Participants must certify that they will maintain the confidentiality of the 
meeting materials and discussions and not disclose this information to any other 
individual, except as authorized by the NIH advisory committee to which the 
group reports. 
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Presenter
Presentation Notes
Open sessions and public documents - Discussions and documentation distributed during an open session are not considered confidential.  Discussions involve information that is a matter of public record or general in nature.  Documentation provided to participants in an open session may be freely distributed, copied or made available to the public.




Questions, Declarations, Discussion

12



13


	Slide Number 1
	Conflict of Interest Reminder and Declarations� �
	Slide Number 3
	Role of NIH Working Groups
	Working Group Composition
	Working Group Composition
	Potential Sources of Bias 
	Potential Sources of Bias (cont) 
	How to Identify and Resolve a Conflict 
	How to Identify and Resolve a Conflict (cont) 
	Confidentiality & Closed Meetings - Reminder
	Questions, Declarations, Discussion
	Slide Number 13

