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The basis for this protocol can be found in section 3.2 of the draft guidance document prepared by the VHA National Center for Ethics in Health Care: Meeting the Challenge of Pandemic Influenza: Ethical Guidance for Leaders and Health Care Professionals in the Veterans Health Administration. Available at http://vaww1.va.gov/EMSHG/page.cfm?pg=148
The protocol should be used in affected VISNs throughout VHA to ensure that veterans have fair access to life-saving resources in circumstances when the demand is greater than the supply and use of those resources must be optimized.  
Protocol for Allocation of Scarce Life-Saving Resources in VHA During an Influenza Pandemic
Initiation of the triage protocol:

· Generally, the protocol will be applied throughout an affected VISN at the discretion of the VISN Director, but if significant clinical urgency exists at a particular facility, initiation of the protocol can be at the discretion of the Facility Director, pending VISN approval. The VISN Director is encouraged to take into account that his or her decisions regarding initiation of the tertiary triage protocol should take into consideration local or regional declarations (e.g., state-wide declaration of emergency by a governor). 
· VISN Directors and Medical Directors must assure that the protocol is applied consistently and fairly whenever and wherever it is initiated.

· Application of the pandemic triage protocol will apply only when augmentation efforts have been exhausted and demand for the life-saving resource exceeds supply. This will follow a shift to altered standards of care, triggered usually by a declared state of emergency.

· The VISN Director should rescind the application of the pandemic triage protocol when the supply of the life-saving resource is sufficient to meet the demand. This may occur either before or after a declared state of emergency has been rescinded.

Responsibility structure for triage decision making:

· Scarce Resource Allocation Team (This should be a functional team under existing Incident Command Structure (ICS)/Hospital Incident Command Structure (HICS)/Emergency Operations – it should not be a separate structure)
1) Will acquire the information necessary to facilitate and oversee informed and ethical triage and scarce resource allocation decisions. [Information should include, but not be limited to, resources (bed census, staffing, projected needs for care, existing medical resources, resource gaps, and projected availability of life-saving and hospice and palliative care resources), and influenza management (up-to-date treatment options and prognostic factors)]. 
2) Will (as part of Incident Command Structure (ICS)/Hospital Incident Command Structure (HICS)/Emergency Operations) collaborate and make judgments in association with health care organization leaders and staff to implement appropriate alternative standards of care that are necessary to address the special demands that the pandemic imposes on the health care organization or that could be expected to impose imminently. 
3) Will meet at least daily during a pandemic.  
4) Will advise and assist, as required, and make definitive decisions, if necessary, to resolve uncertainties and disputes that affect the health care organization’s capacity to carry out its mission during a public health emergency.  
5) Scarce Resource Allocation team or comparable command structure (excluding members of the Triage team) will be involved in the real-time appeals process regarding triage decisions.  
6) Will prepare information briefs at least daily, to the chief executive officer, chief of staff or designee(s) about the emergency’s status and the health care organization’s response so that the information may be communicated to appropriate staff and stakeholders.

Triage Team (a subcommittee of the SRA):

1) Will meet at least daily to assess all patients who have clinical indications for scarce life-saving resources (e.g., critical care patients who require ventilators or hemodynamic support) for exclusion criteria to determine the appropriateness of the initiation and continuation of scarce life-saving treatment.

2) Will make triage decisions based on the allocation protocol, assigning patients to triage categories based on a SOFA score (Table 10), and available resources. 

3) Will provide patient SOFA scores and priority categories to treating clinicians who will implement these triage decisions.

4) Will reassess patient priority scores for all patients eligible for critical care resources on an established 48 hour schedule. 
5) Will develop and maintain a record of triage decisions and the data upon which the decisions were based. 
6) Will conduct a daily retrospective of all triage decisions as a routine quality review process.

7) Will report its triage decisions to the SRA team leader for oversight and reporting to the organizational leadership. 
Treating clinicians:

1) Should not, ideally, have the responsibility of deciding whether to institute or remove a patient from life-saving resources.  
2) Will implement a treatment plan consistent with the Triage team’s decision regarding patient triage category.

3) Will conduct a DNR discussion with patients who do not qualify under the triage protocol for scarce life-saving resources. 

4) Will offer palliative and other appropriate care.

Emergency Physicians

1) Because many patients will present to the emergency department for care during pandemic influenza, emergency physicians should be prepared to apply the “initial assessment tool” (See Table 11) for patients who have clinical indications for critical care. 
2) Will report initial assessment to the triage team.

Allocation criteria:
The protocol is based on a nested approach to allocation criteria.  

· The overarching criterion is that of medical success or survivability determined by the application of established clinical criteria, including SOFA scores.  The guiding question of this assessment is whether the patient is likely to survive with the use of the scarce resource.

· Once a determination has been made that a patient qualifies for the resource under the SOFA score, and a patient’s priority category has been determined (red or yellow), within-category priority will be is established on a first-come, first-served or a random selection/lottery basis depending upon feasibility of implementation. This second step is based on the assumption that resources are still insufficient to meet the needs of all who qualify for the resource.
Clinical Assessment


During an influenza pandemic, clinicians will thoroughly assess all patients who present for care. Those patients who have clinical indications for scarce life-saving resources (e.g., critical care patients who require ventilators or hemodynamic support) will be subject to the tertiary triage protocol unless they elect not to be candidates for critical care. 

Exclusion Criteria

Those who have clinical indications for scarce life-saving resources will be assessed for exclusion criteria to determine the appropriateness of the initiation or continuation of scarce life-saving treatment.  If an exclusion criterion is present (Table 9), the patient is no longer a candidate for scarce life-saving resources, including scarce resources that may be needed for cardiopulmonary resuscitation. Clinicians should offer palliative and other supportive care to the patient and follow clinical standards for withdrawal of scarce life-saving resources and writing of a DNR orders.


Exclusion criteria are intended to identify and exclude patients with a short life expectancy irrespective of the current acute illness.  Exclusion criteria, drawing upon the work of the New York State Task Force on Life and the Law, the OHPIP, and the Task Force for Mass Critical Care and incorporating suggestions from additional VHA reviewers and critical care experts, are presented below. 

Table 9 

Exclusion Criteria for Access to Scarce Life-Saving Resources
	1.
Confirmed presence of any advanced disease with average life expectancy of 6 months or less (e.g., advanced cancer or end-stage organ failure with less than 6 months average survival).
2.
Recent cardiac arrest: unwitnessed arrest, recurrent arrest, arrest unresponsive to standard measures; trauma-related arrest.

3.
Confirmed severe irreversible cognitive impairment (e.g., Persistent Vegetative State (PVS) or advanced dementia).




Table 10
Sequential Organ Failure Assessment (SOFA) Score*

	Variable
	SOFA Score

	
	0
	1
	2
	3
	4

	PaO2/FiO2 mmHg 
	> 400 
	301 – 400 
	201 – 300  
	101 – 200 
	< 100 

	Platelets, x 103/μL or x 106/L 
	> 150 


	101 – 150 


	51 – 100 


	21 – 50 


	< 20 



	Bilirubin, mg/dL (μmol/L) 
	<1.2 

(<20) 
	1.2-1.9 

(20 – 32) 
	2.0-5.9 

(33 – 100) 
	6.0-11.9 

(101 – 203) 
	>12 

(> 203) 

	Hypotension 
	None 
	MABP < 70 mmHg 
	Dop < 5 
	Dop 6 – 15 or 

Epi < 0.1 or 

Norepi < 0.1 
	Dop >15 or 

Epi > 0.1 or 

Norepi > 0.1

	Glasgow Coma Score 
	15 
	13 - 14 
	10 - 12 
	6 - 9 
	< 6 

	Creatinine, mg/dL (μmol/L) 
	< 1.2 
(<106) 
	1.2-1.9 

(106 – 168) 
	2.0-3.4 

(169 - 300) 
	3.5-4.9 

(301 – 433) 
	> 5 

(> 434) 

or anuric

	Note: Clinicians will determine the total SOFA score for each patient by summing the scores for each variable.  Dopamine [Dop], epinephrine [Epi], norepinephrine [Norepi] doses in ug/kg/min.  SI units are noted in parentheses ( ). 

*Adapted from: Ferreira et al., 2001. Explanation of variables: PaO2/FiO2 indicates the level of oxygen in the patient’s blood. Platelets are a critical component of blood clotting. Bilirubin is measured by a blood test and indicates liver function. Hypotension indicates low blood pressure; scores of 2, 3, and 4 indicate that blood pressure must be maintained by the use of powerful medications that require ICU monitoring, including dopamine, epinephrine, and norepinephrine. The Glasgow coma score is a standardized measure that indicates neurologic function; low score indicates poorer function. Creatinine is measured by a blood test and indicates kidney function. 




Table 11

Adapted OHPIP Triage Tools

The triage tools (tables) below will be used to assign patients to priority categories (i.e., color codes) at initial assessment either by the emergency department physician or the Triage team, and on an established 48 hour schedule by the Triage team thereafter. NOTE:  There is a specific triage tool for the initial and the 48 hour assessment intervals. 

Initial and 48 hour Triage Assessments – Clinical assessment and calculation of a SOFA score at the designated time intervals will result in patients being assigned to a color coded priority category. 

In conformity with other existing tertiary triage protocols, the following color coding categories will be used:

Blue – Patients with very poor expected outcomes even if life-saving resources are used.

Red – Patients who require life-saving resources and are most likely to recover by receiving those resources.

Yellow – Patients who require life-saving resources and are less likely than patients in the Red category to recover by receiving those resources.

Green – Patients who do not require life-saving resources to recover.

Triage Review – The threshold for receipt of scarce life-saving resources will vary depending on the supply of resources and patient demand. The SRA team will consider regional and local circumstances, as well as the resources available, and subsequently determine which priority category or categories are eligible for life-saving resources. The Triage team will apply this determination to its triage decisions for individual patients. Note: Patients within the same priority category will be supported on a first-come, first-served basis or a random selection/lottery basis, depending on the feasibility of implementation.
	Life-Saving Resources Triage Tool 
for INITIAL ASSESSMENT

	Category
	Initial Criteria
	Priority
	Action

	Blue 
	Exclusion Criteria 
or 

SOFA > 11


	None
	Do not use life-saving resources

Use other resources including palliative measures

	Red 
	SOFA < 7 

or 

Single Organ Failure 


	Highest 
	Use lifesaving resources, as available

	Yellow 
	SOFA 8 - 11 


	Intermediate 
	Use life-saving resources, as available


	Green 
	No requirement for life-saving resources


	None


	Use other medical management


Reassess as needed


This initial assessment tool is to be used to assess patients with clinical indications for critical care. For patients already admitted to acute care, this initial assessment tool is to be used only by the Triage team.  For patients presenting to the emergency department, this initial assessment tool is to be used by the emergency physician. 

	Life-Saving Resources Triage Tool 
for 48-HOUR REASSESSMENT

	Category
	48 Hour Criteria 
	Priority
	Action

	Blue 
	Exclusion Criteria 
or

SOFA > 11 

or 

SOFA 8 – 11 and increasing since last assessment

	None


	Discontinue life-saving resources

Use other resources including palliative measures

	Red 
	SOFA 8 – 11 and decreasing since last assessment

	Highest 
	Continue life-saving resources, as available

	Yellow 
	SOFA < 8 


	Intermediate 
	Continue life-saving resources, as available



	Green 
	No longer requiring life-saving resources


	None


	Discontinue life-saving resources. Reassess as needed


This 48-hour reassessment tool is to be used to reassess patients with clinical indications for critical care.  This reassessment tool is to be used only by the Triage team. 

3.2.2
Reassessment


Continued use of the scarce life-saving resources will be reviewed on an established 48 hour schedule of the Triage team thereafter.  Patients who continue to meet criteria for inclusion will receive the resources until they either meet an exclusion criterion, or they are reassessed according to the 48 hour Triage team schedule.  Patients assigned to the same category will be allocated resources on a first-come, first-served or a random selection/lottery basis, depending on the feasibility of implementation.  Those who no longer meet the criteria after reassessment will no longer be eligible for access to the scarce life-saving resources and should be informed of the need for withdrawal of these treatments.


The 48 hour schedule for reassessment is based on the Sequential Organ Failure tool (Ferreira et al., 2001) and reflects the expected time course of beneficial treatment for respiratory failure, sepsis, or other likely complications of severe influenza.  A shorter trial interval does not reflect the period in which benefit would be expected.  A longer trial interval, by contrast, might entail continued use of scarce resources by patients who are unlikely to benefit from them, resulting in inefficient use of the resource in times of scarcity.  That being said, some patients will be admitted for critical care between the Triage team’s scheduled 48 hour reassessment interval. Newly admitted patients will need to be fit into the 48 hour triage assessment schedule which will require some rounding of the time interval for the first 48 hour assessment. As a rule of thumb, no patient should receive his or her first reassessment sooner than 36 hours from the initial assessment. 
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