
A tutorial on using the Risk-Based Decision-
Making Framework for Blood Safety 

Presenter
Presentation Notes
Hello and thank you for joining us for our tutorial on using the RBDM Framework for Blood Safety.   My name is __________________ and I work in ____________________.  Participating in this tutorial are:  list participants.It’s important to remember that this presentation can be customized for your individual audience, for example by removing the video component, or by using different discussion questions.



How to join the webinar 

To view the video, you will need to . . . 
            Open the webinar in  
            GOOGLE CHROME  
            (not Internet Explorer).  
 
To hear the audio feed during the 
video, you will need to . . .  
               connect using computer 
               audio (mic & speakers), or  
               dial in and have speakers 
               connected to the 
               computer for the video 
               portion. 
               Do a sound check to make 
               sure your speaker is on! 

You will need  
speakers connected to 
the computer to hear 

the videos! 

I am joining the 
webinar using the dial-

in option. 
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IMPORTANT INFORMATION  
• Videos will be played during this webinar. 
• There will be a slight delay between the 

videos and the next slide. 



DO NOT EXIT  
THE WEBINAR!  

 
 
We will reconnect shortly 
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IF we experience technical difficulties . . . 

Presenter
Presentation Notes
We have been experiencing problems with GoTo Webinar. If the webinar freezes during the presentation, do not disconnect. We will reconnect with the webinar shortly. 



Session Objectives 

At the end of the tutorial, participants will be able to: 
 
 Describe the policy elements and the process steps of the risk-based 

decision-making (RBDM) framework 
 

 Understand how to use the framework by reviewing a current case 
study completed by the Irish Blood Transfusion Service. 

 
 Apply this knowledge to potential future decisions faced by blood 

operators 
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Presenter
Presentation Notes
Today’s presentation will provide an overview of the RBDM Framework and we’ll see how the Irish Blood Transfusion Service used the framework to help them with a decision about HTLV testing.  This tutorial includes some short instructional videos and looks at how the framework was applied in a actual example.  Throughout the tutorial, there are also some short discussion breaks so that participants can share their experiences.  However, before we jump in and look at the framework, we are going to step back and see where this all started.



What is the origin of the RBDM 
framework? 

Since the 1980s, blood safety interventions have been based on the 
pursuit of “zero risk” without consideration of cost effectiveness. 
 
In 2010, the Alliance of Blood Operators (ABO) held an International 
Consensus Conference to address the issue, which concluded: 
 
 that risk is inherent “vein to vein”, 

 that zero risk is unattainable, 

 that the well-being of transfusion recipients must be central to 
blood safety decision-making. 
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Presenter
Presentation Notes
As we can see the framework came out of a time when it was considered that zero risk was really the only position blood operators should adopt.  However, after many years, we realized that this model was unsustainable especially in light of reduced budgets as well as other factors such as a changing demand for blood products and an aging population.The ABO decided an integrated risk framework must be developed to improve decision-making, facilitate proportional responses to risk, ensure decisions are evidence-based, increase trust in investment decisions and allow for redirection of resources to improve effectiveness.
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 A consistent international approach carries more weight than 
isolated effort 
 

 Common decision-making criteria helps blood operators avoid the 
pressure to “leap-frog” to expensive new measures 
 

 The assessments help align resources with health outcomes 
 

 It produces evidence-based rather than fear-based decisions 
   

Why should blood operators use the 
RBDM framework? 

Presenter
Presentation Notes
Blood operators using consistent tools, sharing outcomes, working together 
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 The framework is scalable – it can be used in its entirety for large, 
complex decisions, or it can be scaled back depending on magnitude 
and tolerability of the risk 
 

 The decision-making process generates a series of assessments 
conducted by a team of subject matter experts 
 

 The focus is on practicality and proportionality – devote effort and 
resources appropriate to the risk and complexity of the decision, 
and effectiveness of the intervention 

   

How do we use the RBDM Framework? 

Presenter
Presentation Notes
Note to Facilitator – this is an important slide to review with audience highlighting the points on the slide:  scalable, practical and proportional.



Preparation 
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Play Video 1.1  

Presenter
Presentation Notes
The first video provides an overview of the Framework and sets out the six stages.  It shows how each Stage is broken down into a series of tasks.  Associated with some of these tasks are worksheets and completed examples to help you see the kind of information that is gathered.



Preparation (Task 2) 

Policy Foundations 
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Presenter
Presentation Notes
Stage 1 is really all about getting ready to complete an RBDM assessment.  There are three tasks associated with this Stage.  The first is reviewing the purpose of the Framework.  The second tasks outlines the four key policy foundations underpinning the framework.  These include Risk Management Principles, Risk Communication and Stakeholder Participation, Assessment Principles and Risk Tolerability.. And finally, task 3 indicates how the framework (online tool) is organized.  There are worksheets associated with many of the tasks which can be accessed through the online tool.  



Are all Risk Management Principles created equally? 
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 Beneficence – must do more good than harm 
 Fairness – safety decisions must be timely, fair, independent and 

sensitive to cultural values 
 Transparency – transparent and accessible to stakeholders and 

members of public 
 Consultation – stakeholders are given opportunity to provide input 
 Evidence & judgment – decision includes analysis of risk, mitigation 

options, benefits, impacts and costs 
 Practicality & proportionality – allocation of effort and resources is 

proportional to level of risk 
 Vigilance – evolving risk situations must be monitored 
 Continuous improvement – all aspects of blood safety risk 

management must undergo period review and improvement 

Presenter
Presentation Notes
On the slide you will see the eight Risk Management Principles that make up the foundation of the RBDM Framework.  Which principles do you think are most important to your organization? Which principles do you think are most important to consider in your upcoming RBDM review?



The purpose of this stage is to define and characterize the problem 
in order to identify the overall assessment question, the decision 
drivers, and the risk management options to evaluate. 

Problem formulation 
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Play Video 1.2 

Presenter
Presentation Notes
This video explains how to establish the parameters of the problem in question. Understanding exactly what problem you’re trying to solve is crucial for deciding what questions are necessary to ask.
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Case Study - Human T-lymphotropic virus I (HTLV-1) 
I) 
  HTLV infection has a worldwide prevalence of 5-10 

million and mostly occurs in Japan, the Caribbean, Africa, 
and South America 

 In Ireland, prevalence is very low mainly found in people 
from endemic areas. 

 Infection is life-long but remains asymptomatic for the 
majority of people; ∼ 8% of infected individuals will 
develop significant clinical disease, includingleukemia. 

 The virus is transmitted through breast feeding, sexual 
contact, blood transfusion, or IV drug use 

 Currently, Ireland employs universal screening for HTLV. 
 HTLV infects lymphocytes, and transmission requires 

direct cell to cell contact. 
 

 

Presenter
Presentation Notes
As we saw in the video, the very first worksheet that you are going to use after you have reviewed the purpose of the framework and familiarized yourself with the Risk Management Principles is the Issue Characterization Checklist.  It contains a series of questions to help elicit all the information relevant to the risk situation.  It is important to remember that not all the questions may be applicable in your circumstance but it is this initial process of working through the checklist that will help you to narrow the scope of the issue and provide the information you will need to move to the next step.  In the example of HTLV-1 in Ireland, that meant gathering data about the nature of HTLV as a disease.  On screen is a snapshot of some of the information they gathered using the Issue Characterization Checklist.
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Decision Drivers 

 Leucodepletion is very effective at reducing the cellular content of 

blood products, and significantly reduces the mechanism of HTLV 

infection. 

 Cost must be proportional to the risk it goes toward preventing. 

 The risk of HTLV has changed, but the cost of universal screening has 

not. 

 Is the cost still proportional? 

 

 

Case Study - Human T-lymphotropic virus I (HTLV I) 
 

Presenter
Presentation Notes
Having examined the nature of the problem in the Issue Characterization step, the next task is to identify the decision drivers— that is, those factors that call for an examination of this issue in the first place, the reasons a decision actually has to be made.In this case, one major decision driver was the implementation of pre-storage leucodepletion in Ireland, a measure that was not put in place until after the establishment of Ireland’s universal screening for HTLV. Leucodepletion seemed to make the test unnecessary or less cost-effective, and called for an examination.



The decision drivers in this example were costs, threats 
to recipients and social or ethical concerns.  What other 
decisions drivers, might play a role in risk-based 
decision making? 
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Presenter
Presentation Notes
threat e.g. to donors, supplynew intervention e.g. effectiveness, costpriority setting e.g. risk assessments, policies



Is universal testing of blood donations for HTLV (status quo) 
appropriate given the low prevalence of HTLV and leucodepletion of 
cellular products? 
 

Assessment Question 
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Case Study - Human T-lymphotropic virus I (HTLV-1) 

Presenter
Presentation Notes
Now that we understand the nature of the problem and the factors that drive the decision from the previous two tasks, it’s time to develop the Assessment Question— that is, the specific question that the Risk-Based Decision-Making process will be used to answer.  The Assessment Question is a very important task because as we will see in both the videos and our case study example, the assessment question helps to determine what assessments are necessary.  �In the case of HTLV in Ireland, the Irish Blood Transfusion Service examined their findings from the last two tasks, and asked themselves: given the low prevalence of HTLV (as established by working through the Issue Characterization Checklist) and the effectiveness of the leucodepletion of cellular products identified as a decision driver, is the current universal testing of blood donations for HTLV still appropriate?



The purpose of this stage is to define and characterize the problem 
in order to identify the overall assessment question, the decision 
drivers, and the risk management options to evaluate. 

Problem formulation 
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Play Video 2.1 

Presenter
Presentation Notes
This video completes Stage 2.  It demonstrates a brainstorming session that helps to determine some of the risk management options.  Once these risk management options are identified, discussions can take place about what are some of the possible assessments that will be conducted.  



Risk management options 
1. Continue with the Status Quo: universal HTLV testing mandatory 

for all blood donors. 
 

2. Withdraw all HTLV testing for all blood donors.  
 

3. Conduct HTLV testing of 1st time donors only and donors not 
previously tested for HTLV (i.e. donated prior to 1997) and test for 
products that are not Leucodepleted e.g. granulocytes. 
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Case Study - Human T-lymphotropic virus I (HTLV-1) 

Presenter
Presentation Notes
In the case of HTLV in Ireland, the Irish Blood Transfusion Service identified the above three risk management options.   



In this case study, only three risk management options were 
generated.  Do you think there are times when more risk 
management options are generated and if so, is it necessary 
to look at all of them? 
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Presenter
Presentation Notes
Yes normally all risk managements options generated are reviewed. If a risk management option is generated but then discarded (almost immediately), this decision should still be recorded and kept as a record.



The purpose of this stage is to define the need for risk 
communication and stakeholder involvement, identify relevant 
stakeholders, and develop a participation plan. 

Participation strategy 
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Play Video 2.2  

Presenter
Presentation Notes
This video explains Stage 3, and focuses on creating a plan for identifying, consulting, and communicating with stakeholders. It demonstrates the identification of stakeholders and the extent to which they should be involved, and the creation of a stakeholder participation plan.



1. Brainstorm all potential parties that 
might have an interest in the 
decision at hand e.g. patient groups, 
hospitals, physicians 

2. Determine their quadrant 
3. Assess each group by interest and 

influence 
4. Develop plan – deciding on the best 

way to communicate with the 
various groups.   

Collaboration: key stakeholders              Involvement: important stakeholders             Informing: latent stakeholders 
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   Participation Strategy 

Presenter
Presentation Notes
The Participation Strategy stage of the framework asks: do you know your stakeholders? When do you consult them? How do stakeholders want to be consulted?  



  

 
Group  Interest (Int.) & 

Influence (Inf.) Plan  Issues 

General Populace/Public  Low int. / low inf. Inform  Annual report, website,   

Advocacy Groups High int. / low inf Inform Annual report, website, updated IBTS literature 

Other Blood Operators High int. / low inf Inform Normal channels etc 

Blood Donors High int. / low inf Inform Annual report, website, Blood donor 
information 

Health Practitioners 
(OBGYN & Haematologists) High int. / low inf Inform Letter from Medical Director  

DOH (Funder)  High int. / high inf Consult Impact on safety and impact on budget. Will 
need to be consulted.  

Regulator High int. / high inf Consult 
Impact on safety, additional risks evaluated and 
additional safety measures put in place. 
Consulted via Quality Director 

Participation Plan 
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Case Study - Human T-lymphotropic virus I (HTLV-1) 

Presenter
Presentation Notes
IBTS brainstormed all their potential stakeholders and then assigned their interest/influence value.  The third column tell us how they plan on engaging with each of the groups of stakeholders and the last column indicates the form the communication will take.  For detailed How-To information, refer to https://riskframework.allianceofbloodoperators.org/framework/participation-strategy/



What categories of stakeholders do you 
think should be considered for inclusion in a 
consultation? 
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Presenter
Presentation Notes
Depending on the risk issue:Professional associationsResearchershealth institutionshealth professionalsFundersRegulatorsIndustry partnersSupplierspatient advocacy groupsaffected patientsDonorscurrent or former travelers to a regiongeneral public



Assessments 
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The purpose of this stage is to accumulate the data necessary to 
analyze the risk management options effectively, by performing 
a series of quantitative and qualitative assessments.   

Play Video 3.1  

Presenter
Presentation Notes
This video explains how to identify and conduct assessments.  We’ll see how the participants use some of the worksheets to identify which assessments should be conducted.  Each assessment is a guide for investigation; presenting a structure for the data that has to be collected to better understand the risk management options previously identified. However, because each issue is different, each assessment will be different in practice, tailored to the needs of the organization performing it as they relate to the issue in question. 
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Assessment Principles 

 Proportionality  
 
 Timeliness  
 
 Judicious use of evidence  
 
 Characterisation of uncertainty  
 
 
 Variability  
 
 
 Integrated with related analyses 
 
 
 Transparency and confidentiality  Were stakeholders consulted and the public 

informed? 

Is it proportional to the risk? 

Can it be provided to decision-makers in a 
timely manner? 

Were established methods of evaluating data used? 

Will the assessment  describe the type, source and 
impact of the uncertainly? 
 

How will the risk vary within relevant 
populations? 

Have assessors communicated with other 
members on the team to avoid duplication? 

Presenter
Presentation Notes
When conducting assessments the item to keep foremost in mind is the assessment principles.  You will want to make sure that the assessments you choose to conduct have value and that the number of assessments and the level of detail of the assessments are proportionate to the risk that you are assessing.  



Do you think any of the principles for conducting 
assessments are more important than others? 
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Presenter
Presentation Notes
It is good practice to review all of the principles and document the rationale why some are prioritized (or not) or weighted differently.



Blood safety risk assessment 
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Status Quo: No change in risk 

Option A:  With no HTLV testing: probability of one 
  case of HTLV disease in 15 to 4412 years. 

Option B:  With HTLV testing of new donors only:  
  probability of one case of HTLV disease in 
  136 to 39709 years could occur.   

Seed, C. R et al. (2015), Vox Sang, 109: 11–17 

Prinsze, F. J et al (2012), Vox Sanguinis, 102: 198–203 

Case Study - Human T-lymphotropic virus I (HTLV-1) 

Presenter
Presentation Notes
A blood safety risk can be explained in terms of outcomes, such as an adverse event in a blood recipient, or in terms of policy goals, such as improving the efficiency of a process. The task of the Blood Safety Risk Assessment is to identify and describe the different ways that negative impacts can arise from the specific hazards of the risk scenario, and to use qualitative and quantitative methods to estimate the probability and extent of exposure to those potential hazards identified. This means examining both the pre-existing risks which the risk management options are intended to mitigate, together with the potential risks that might be created or brought forward by pursuing one of the risk management options while taking into account their respective severities and likelihoods.In our case study example, while examining the three options identified earlier (to leave universal testing intact, to remove testing entirely, or to test only new donors), IBTS chose to complete three assessments: a Blood Safety Assessment, a Health Economics Assessment and an Operational Risk Assessment— with the Blood Safety and Health Economics Assessments being the two most crucial.  Keep in mind that a different assessment question might require different or additional assessments.Each assessment examines the data gathered and tries to predict what the outcome would be if a given risk management option were to be the one selected, or to determine what would be necessary to implement one of these options. The aggregate of these predictions and determinations will go on to inform the ultimate decision.Note: An online tool called EUFRAT (European Up-Front Risk Assessment Tool) (web address below) can help estimate the transmission risk of emerging infectious diseases.  It guides the user through five steps:prevalence of infection among donors,risk of obtaining infected donations,infected components,infected blood products, andrisk of transmission to recipients.http://eufrattool.ecdc.europa.eu/
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Health economics and outcomes assessment 

 
Task objective:  To answer two questions: 
 

1. Can we afford a particular action or intervention? 

2. Does the action or intervention offer value for money? 

To answer these questions the Framework provides two economic 
studies most relevant to decisions about blood safety: 
 

• Budget Impact Analysis 
• Cost Utility (Benefit) Analysis.  

 
Taken together, these analyses generate complementary results, 
creating a strong base of economic evidence for decision-makers. 

Presenter
Presentation Notes
Knowing the cost-effectiveness of blood safety measures enables decisions that make the best use of limited health-care resources. (In some cases, however, preventing the risk may be even more important than cost-effectiveness.)Health Economics analysis requires specialised expertise, so you may need outside help to conduct some or all of its components.As we see on the slide, there are basically two different types of analysis a BIA and CUA.  A budget impact analysis estimates the financial consequences of a course of action; it looks at the various risk management options, examines what each would take to put into place and maintain, and then assigns a value to the sum of the required efforts. It addresses the ability to afford a particular action, not only the financial resources required by the operator, but the financial impact of the action on local, regional or national budgets. The results of this analysis are numerical figures reflecting the cost differences between risk management options.



Status Quo:  No change in cost: €45.2 million per QALY 

Option A:  No HTLV testing means no need for HTLV testing kits.  

 Approximate saving of €303,000 per annum  

Option B:  New-donor-only testing reduces need for test kits. 

 Cost of HTLV test kits would fall to roughly €60,000 
per annum with an estimated cost per donor sample 
tested of €3.06, for an estimated €2.23 million per 
QALY 

 0.235 HTLV-I/II transmissions/year are avoided by 
screening new donors only  

 

Health economics and outcomes 
assessment – Cost Utility Analysis 
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Case Study - Human T-lymphotropic virus I (HTLV-1) 

Presenter
Presentation Notes
A cost utility analysis looks at the ratio between the costs of the various risk management options and the degree of benefit they offer. Where the budget impact analysis calculates how much each option would cost, the cost utility analysis calculates how efficiently each option turns its cost into better outcomes for patients. The Cost Utility Analysis assesses value-for-money in terms of cost vs. benefit, using quality-adjusted life year (QALY) as a common measure to enable comparison of different interventions.Now because IBTS wasn’t able to obtain the necessary health economics expertise to conduct these very specialized assessments, they did the next best thing and found and used data from a similar study conducted by Sanquin Blood Supply in The Netherlands.  This is an important point to reiterate – conducting this particular assessment is highly specialized and organizations might not have access and be able to conduct this assessment so it is important to look around and see what information is already available and contact colleagues at different organizations – you never know they might have some data sets that can provide a basis for the assessment.
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   Operational Risk Assessment 

    Categories of Risk 

 sufficiency of supply 

 financial sustainability 

 the workforce and leadership 

 stakeholders 

 infrastructure 

 product and service quality 

 change, innovation and 
growth 

 legal and compliance issues 

Presenter
Presentation Notes
The Operational Risk Assessment analyses the risks resulting from burdens on internal procedures, people, and systems in the same way the Blood Safety Risk Assessment analyses risks to the patient health. It looks at risks that can arise involving:  sufficiency of supply, financial sustainability, workforce and leadership, etc.



ISSUE:  How to identify all the correct donors for selective HTLV  
 testing? 

 IT input required, change to eProgesa tailored for both new 
donors and lapsed donors without historical HTLV negative 
results. 

 

ISSUE:  How to organise the testing to only examine previously  
 untested donors for HTLV? 

 Manually edit all other donations not to test for HTLV. 

 A manual edit step introduces potential for error. 
 Increases the length of time to perform a run of tests. 

 

Operational risk assessment 
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Case Study - Human T-lymphotropic virus I (HTLV-1) 

Presenter
Presentation Notes
For the purposes of this tutorial, two of the issues that IBST identified together with their own sub-issues are shown here. The assessment is used to identify and assemble these kinds of risks so that they can be weighed in conjunction with risks to blood safety in the final analysis.



Evaluation 
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In the Evaluation stage, assessment results, stakeholder 
feedback, risk tolerability analysis are used to compare 
the risk management options. 

 

Play Video 3.2 

Presenter
Presentation Notes
This last video explains Stages 5 and 6. It demonstrates the evaluation of the results of the Assessments, and the resulting Decision and creation of a recommendation, along with a plan for how to implement and disseminate that recommendation.Once the assessments chosen in the last stage have been completed, the data still needs to be synthesized in order to arrive at a decision or a recommendation; Evaluation is the stage in which that happens, when the material gathered to date is collected and interpreted as it relates to the risk management options previously laid out. The end result of this effort is a concrete understanding of exactly what each risk management option really means and entails.  It also introduces the concept of Risk Tolerability – an area that we will look a little closer at in the next slide.



 Zero risk is impossible to attain, and 
pursuing it is counterproductive in the 
face of limited resources 

 Since some degree of risk unavoidable, 
how do you live with that risk? 

 Given a large potential number of risks 
and finite ability to mitigate them, it’s 
better to address the most pressing or 
dangerous ones, and to live with those 
risks that are less pressing or dangerous. 

 Risk Tolerability is the measure of which 
risks you can live with if doing so allows 
you to address those risks you can’t. 
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Risk Tolerability 

Presenter
Presentation Notes
Risk tolerability is the way the Framework helps provide a judgment of the appropriate level of risk to the public from a potential danger to blood safety. It is an issue-specific judgment made by the blood operator that a risk management approach represents an appropriate societal-scale balance of the associated risks, costs and benefits, and contextual factors. Ensuring that risks are tolerable in this societal perspective builds trust in the risk manager and in the products or activities that are managed.



 Health or safety risk to patients and blood donors, in relation 
to risk reduction or health benefits gained. 

 The economic costs of a risk reduction or management 
measure: allocation of public resources should be justified by 
the level of risk or the benefits gained. 

 Societal and contextual factors: ethical considerations in the 
distribution of risks and benefits; concerns and priorities 
associated with a particular risk source, or approach to risk 
management, expressed or held by stakeholders and the 
public. 
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What factors affect tolerability? 

Presenter
Presentation Notes
When determining the tolerability of a risk management option, consider these facets of the situation:the risks, benefit and costs of the option,the intended purpose or benefits of the option,the outcomes of the risk and health economics assessments, and any implementation factors, such as infrastructure, process or resource considerations that could impact blood safety or patient health,societal factors, and stakeholder and public concerns and preferencesThese factors will help you create a risk tolerability summary and a tolerability estimate, a rating of the overall tolerability level of the option. The Risk-Based Decision-Making Framework provides the tools to conduct this analysis of the data gathered in the process steps leading up to this point.



 HTLV can be transmitted by the transfusion of cellular blood products, 
Risk reduced by leucodepletion. 

 Many countries do not test or use selective testing for HTLV.  
 No reported cases of HTLV TTI in low prevalence countries that do not screen. 

 The prevalence of HTLV in Irish Blood donors is very low.  
 6 since 1996, all first time tested donors. 

 Residual risk is very low. (< 1:100 million if leucodepletion 100% safe). 
 Greatest risk from first time tested donors.  
 One case of HTLV disease every 136 to 39709 years (based on 50% and 90% 

efficacy of leucodepletion). 

 Potential savings of €140-€220K year if selective HTLV testing introduced. 
 Logistical difficulties.  

 

Evaluation 
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Case Study - Human T-lymphotropic virus I (HTLV-1) 

Presenter
Presentation Notes
On this slide, we see the key facts from our case study.  To get to these points, we worked through our Issue Characterization Checklist, identified our decision drivers, narrowed the scope of the inquiry to develop our Assessment Question and Risk Management Options.  Our Assessment Question led us to what assessments should be conducted and after we consulted with our stakeholders and assessed our risk tolerability appetite, we had these key facts to use to inform our decision and pick which Risk Management Option we would choose.  



From a public perception, what do you think is considered a 
tolerable risk? 
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Presenter
Presentation Notes
it falls below an arbitrary defined probabilityit falls below some level that is already toleratedit falls below an arbitrary defined attributable fraction of total disease burden in the communitythe cost of reducing the risk would exceed the costs savedthe cost of reducing the risk would exceed the costs saved when the “costs of suffering” are also factored inthe opportunity costs would be better spent on other, more pressing, public health problemspublic health professionals say it is acceptablethe general public say it is acceptable (or more likely, do not say it is not)politicians say it is acceptable



Decision 
Once all of these factors have been considered, a risk 
management option is selected, and implementation and 
monitoring plans are defined. An important final  
step is to communicate the decision to stakeholders. 
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Presenter
Presentation Notes
Once the previously established risk management options have been fully understood in the Evaluation stage, the time has come to make a decision based on the sum total of the work. Based on the strength of the material assembled and integrated into an Evaluation, it should now be possible to make an informed decision about which risk management option best meets the needs of the situation. That decision made, all that remains is to communicate that decision to stakeholders and to begin implementation.



 A change from universal HTLV screening of all donations to HTLV 
screening of new donors only: 
 Continued surveillance on HTLV prevalence in new donors.  
 Continued surveillance on leucodepletion failure rates. 

 Tender for IBTS Virology Instruments and assays due 2017. 
 Due to operational issues the recommendation is to wait until 2017 

tender has been awarded. Newer platform greater flexibility. 

 An IT solution: bidirectional link from the IBTS LIMS to the Virology 
testing platform allowing automatic testing of first time donors for HTLV.  

 This would also streamline processes in the Nucleic Acid Testing (NAT) 
laboratory and the Donor Grouping laboratory where selective testing 
and additional test protocols are in place for WNV testing and testing of 
first time donors.  

 

Decision 
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Case Study - Human T-lymphotropic virus I (HTLV-1) 



  

  

Why use this framework? 
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To help you identify, assess, act on and 
communicate risk in a manner suited to each 
situation.  The framework helps organize and 
simplify the decision-making process. 



Risk-Based Decision Making  
Framework for Blood Safety  

 
 
 

https://riskframework.allianceofbloodoperators.org/log-in/ 
39 

Presenter
Presentation Notes
The on-line tool can be accessed by obtaining a user name and password from the ABO.  Visit the ABO website at the link above, request a user name and password and you can begin exploring the framework.  Thank you to everyone that participated in this tutorial.  
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