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To Dos

[Remove from published document]

A consumer (i.e. the biotech company) may not be able to complete everything in this document.  For example, how would they know what specific Hawaiian issues are at stake?

(This is where an actual council would provide resources and might participate in the completion of this document.)

1 Goals

Identify the genetic resource and describe the activity which will be applied to it.

2 Background

Introduce the subject matter.  Include topics such as: History of subject matter • Description • Areas of controversy and how they are to be addressed • Expected completion dates.

3 Entities

In general, three entities interact:1)  consumer (usually the author of this document 2)  the genetic resource(s) and 3)  provider(s) of Native Hawaiian knowledge. This section describes 2 and 3.

3.1 Consumer

Describe the author and the author's organization.

3.2 Genetic Resource(s)

Describe the genetic resource(s) in detail.

3.3 Provider(s)

Describe the (expected) provider(s) of Native Hawaiian knowledge.

4 Terms

[Document terms used] 

[Term1]

[Term1 Description]

[Term n]

[Term n Description]

5 Open Issues

Describe any open issues or concerns.

(owner) Issue Description (Due: nn/nn/200n)

Issue details

(owner) Issue Description (Due: nn/nn/200n)

Issue details

6 Milestones

List major lifecycle milestones for the activity that provide a sense of the timeline involved.

	Task
	Due

	[task description]
	[date]

	[task description]
	[date]


7 Objectives

List the activity’s major objectives.

8 Procedures

Describe the procedures to be followed.

9 Issues Specific to Native Hawaiian Culture

This section consists of subsections for each issue related to Native Hawaiian cultural values that has an impact on research.

9.1 Issue 1

Identify the issue, its (potential) impact on research, mitigation, and resolution.

9.1.1 Description

Describe the issue.

9.1.2 Impact on Research

Describe the issue's impact on research.

9.1.3 Proposed Plan

Describe the issue.

9.1.4 Identify Native Hawaiian Stakeholders

Identify the Native Hawaiian stakeholders and their contact information.

[Name]

	Role
	

	Address
	

	
	

	
	

	
	

	Phone
	

	Email
	


[Name]

	Role
	

	Address
	

	
	

	
	

	
	

	Phone
	

	Email
	


[Name]

	Role
	

	Address
	

	
	

	
	

	
	

	Phone
	

	Email
	


9.2 Issue 2

Identify the issue, its (potential) impact on research, mitigation, and resolution.

9.2.1 Description

Describe the issue.

9.2.2 Impact on Research

Describe the issue's impact on research.

9.2.3 Proposed Plan

Describe the issue.

9.2.4 Identify Native Hawaiian Stakeholders

Identify the Native Hawaiian stakeholders and their contact information.

[Name]

	Role
	

	Address
	

	
	

	
	

	
	

	Phone
	

	Email
	


[Name]

	Role
	

	Address
	

	
	

	
	

	
	

	Phone
	

	Email
	


[Name]

	Role
	

	Address
	

	
	

	
	

	
	

	Phone
	

	Email
	


10 Risk and Benefits

Decisions and practices must seek to provide benefits while minimizing harm within key areas of focus.  The following sections are used to assess and describe the potential risks and benefits.  Some sections such as 10.1 Risk Identification provide overview information.  Others such as 10.2 Risk Analysis provide detailed analysis.

10.1  Risk Identification

Briefly describe the key risks or risk areas for this activity.  Subsequent tables will explore them in more detail.

	
	Preliminary Risk Assessment

	Risk or Risk Areas:
	Low
	Medium
	High

	1. 
	
	
	

	2. 
	
	
	

	3. 
	
	
	

	4. 
	
	
	

	5. 
	
	
	


10.2  Risk Analysis

[For each risk identified in section 10.1 Risk Identification, provide a detailed analysis.]

10.2.1 [Risk 1]

	Activity Manager/Contact:
	

	Impact (High, Medium, Low):
	

	Likelihood (High, Medium, Low):
	


Description and consequences

[text…]

Existing moderation capacity or capability

[text…]

Additional mitigation action or strategy

[text…]

10.2.2 [Risk 2]

	Activity Manager/Contact:
	

	Impact (High, Medium, Low):
	

	Likelihood (High, Medium, Low):
	


Description and consequences

[text…]

Existing moderation capacity or capability

[text…]

Additional mitigation action or strategy

[text…]

10.2.3 [Risk n]

	Activity Manager/Contact:
	

	Impact (High, Medium, Low):
	

	Likelihood (High, Medium, Low):
	


Description and consequences

[text…]

Existing moderation capacity or capability

[text…]

Additional mitigation action or strategy

[text…]

10.3  Risk Map

The risk map is a matrix within which key risks can be graphically represented to assess their impact and likelihood or severity and frequency.  Risks assessed at the bottom/left (Minor/Low) are least severe while risks at the top/right (Significant/High) are most severe.  Enter risks in the numbered Legend area then place the number in the appropriate location in the matrix.

	Impact
	Risk Distribution

	Significant
	
	
	

	Moderate
	
	
	

	Minor
	
	
	

	
	Low
	Medium
	High

	
	Likelihood


	Legend

	1. Risk 1

2. Risk 2

3. Risk 3

4. …


11  Informed Consent

For each Provider identified in section 3.3, an Informed Consent Form must be filled out and attached.  Informed Consent forms address the following issues:

1) Decisions and practices are executed only with prior free, informed and express consent of the persons concerned;

2)  Consent may be withdrawn by the person concerned at any time and for any reason without any disadvantage or penalty;

3)  If people do not have the capacity to consent, special protection shall be given to them

4)  Effective controls must be put in place to prevent secondary uses of biological samples and information when specific informed consent for those uses has not been obtained.

11.1 Informed Consent Checklist

The checklist below is a modification of the University of Florida Institutional Review Board Informed Consent Checklist based on IRC 45 CFR 46 (Code Of Federal Regulations, Part 46 Protection Of Human Subjects).  All of the Basic Elements of Informed Consent must be present in Informed Consent forms.  Additional elements must also be present when appropriate.  Please verify that the Basic Elements and any appropriate Additional Elements are present in the attached Informed Consent Form(s) then place an "X" in the appropriate checkbox.

	Basic Elements of Informed Consent

	
	States that the study involves research §46.116 (a) (1)

	
	Explains the purpose(s) of the research §46.116 (a) (1)

	
	Indicates the expected duration of the subject's participation §46.116 (a) (1)

	
	Describes the procedures to be followed §46.116 (a) (1)

	
	Identifies any procedures which are experimental §46.116 (a) (1)

	
	Describes any reasonably foreseeable risks or discomforts to the subject §46.116 (a) (2)

	
	Describes any benefits to the subject or to others which may reasonably be expected from the research §46.116 (a) (3)

	
	States the extent, if any, to which confidentiality of records identifying the subject will be maintained §46.116 (a) (5)

	
	States contact information for answers to pertinent questions about the research §46.116 (a) (7)

	
	States contact information for answers to pertinent questions about research subjects’ rights §46.116 (a) (7)

	
	States that participation is voluntary §46.116 (a) (8)

	
	States that refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled §46.116 (a) (8)

	
	States that the subject may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled §46.116 (a) (8)

	Additional Elements Of Informed Consent, As Appropriate

	
	States that the particular treatment or procedure may involve risks to the subject (or to the embryo or fetus, if the subject is or may become pregnant), which are currently unforeseeable §46.116 (b) (1)

	
	Describes anticipated circumstances under which the subject's participation may be terminated by the investigator without regard to the subject's consent §46.116 (b) (2)

	
	States any additional costs to the subject that may result from participation in the research §46.116 (b) (3)

	
	States the consequences of a subject's decision to withdraw from the research and procedures for orderly termination of participation by the subject §46.116 (b) (4)

	
	States that significant new findings developed during the course of the research, which may relate to the subject's willingness to continue participation, will be provided to the subject §46.116 (b) (5)

	X
	Indicates the approximate number of subjects involved in the study §46.116 (b) (6)


11.2  List of Informed Consent Form Attachments

	Title/File Name
	Author

	
	


12 TBD: Knowledge Sharing

[The following must be addressed, format is TBD: There must be a free exchange of information and knowledge transfer between Consumers and Providers.]

13 TBD: Benefits Sharing

[The following must be addressed, format is TBD: Benefits resulting from consumer activity shall be shared with providers in a fashion that is mutually agreeable.]

14 TBD: Conflicts of Interest

Includes the following
:

· Non-financial COF

· Financial COF

15 TBD: Transparency

16 TBD: Human Dignity and Rights

[The following must be addressed, format is TBD:1) Describe how decisions and practices fully respect human dignity, rights and fundamental freedoms; 2) The interests and welfare of people prevail over the sole interest of science or society.]

17 TBD: Decision-Making

Any decision or practice should be carried out:

[The following must be addressed, format is TBD: 1) Follow full and free discussion and in accordance with fair procedures; 2) Utilizing the best available scientific evidence and methodology; 3) Paying due regard to different information reasonably available to the decision-maker; 4) Observing procedures of risk assessment, management and prevention; 5) having due regard for the circumstances of the persons, groups and communities concerned]

18 Appendices

18.1  References

[Note references here.]







� Ref: http://www4.od.nih.gov/oba/rac/ic/appendix_m_iii_a_1.html
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