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RxFMEA® Adaptations 

 Procedures to characterize the 
process of medication use 

 Customized database to track 
volume of data when analyzing 
“wild state” care process 

 CIOMS III compatible scoring 
 Specify interventions incorporating 

Human Factors and Adult Learning 
insights 
 At least two (2) stakeholders to 

address each failure (for back-up 
redundancy) 

 At least one (1) educational and 
one (1) enabling intervention for 
each stakeholder 
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RxFMEA Overview 

Risk Minimization 

ID Metrics 
Stakeholders, 

content, & enabler tools 

Process-driven interventions 

Process-driven 
causes of failure 

Drug Risk 

Specify Interventions 
> 1 stakeholder 
Education and enabler 
Repurpose tools 

Aggregate Unique Interventions 
Outcomes monitoring 

FMEA 

Medication process 

Updated Risk 
Assessment 



© 2013 ParagonRx International LLC © 2013 ParagonRx International LLC 

Sub Processes: 
A. HCP reviews patient symptoms and response to prior treatments 

Interventions that may address 
causes of failure for each 
stakeholder: 
1.Patient Stakeholder Education and Training 

• Patient Brochure 
• “How to Talk with Your Doctor” 
• Patient History Questionnaire 

2.HCP Stakeholder Education and Training 
• Prescriber Brochure 
• Dear HCP Letter 
• Dear Pharmacist Letter 
• Patient Selection Checklist 

Systematic Targeting 
 

 
Process Step 2: 
HCP Prescribes 

Drug 
 

Causes determine content for 
interventions 
 Content must be written at an elementary level 
 Content must include a glossary of terms and 

talking points for patients to use with HCPs 
 Stress importance to patients of disclosing all 

medical information to HCPs 
 Reinforce need for HCPs to obtain complete 

patient history 
 List important questions HCPs need to ask 

patients  

 

Potential causes of failure: 
1. Patient lacks adequate vocabulary 
2. Patient has cognitive impairment 
3. Patient has poor memory 
4. Patient is reluctant to disclose information 
5. HCP does not probe adequately 
6. There is Insufficient time during office visit 

Failure: Patient does not communicate complete medical history 
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Sample Intervention Distribution 
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Case Example:  Poster at the American Academy of Pain 
Medicine’s 27th Annual Meeting, National Harbor, MD 
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Case Study 
Figure 3 – Results of EXALGO RxFMEA 
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