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1. A paradigm shift: PROs 
 

    A PRO is the measurement of any aspect of a patient’s 
health status that comes directly from the patient (i.e., 
without the interpretation of patient’s responses by a 
physician or anyone else) Guidance for Industry:  Patient-Reported Outcome Measures: 
Use in Medical Product Development to Support Labeling Claims  

 
 
 

     PROs include assessment of the following: 
  -Symptoms (impairments)  

-Functioning (activity limitation/disability) 
-Participation restriction  
-HRQOL 
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APPLICATIONS OF PRO MEASURES: 

 Individual patient care monitoring 

 Population surveys  

 RCTs  

 Development of clinical and public policy  

     guidelines 

 Economic analyses                               

1. A paradigm shift: PROs 
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Physician’s 

perspective: 

DISEASE 

Patient’s 

perspective: 

ILLNESS 

agreement?  

Rothwell PM, et al. BMJ 1997; 314:1580-3 
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1. A paradigm shift: PROs 

39 RCTs (DMD excluded) up to 2011 
13 (33%) HRQOL as primary or co-primary endpoint 

6 intervention categories 
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1. A paradigm shift: PROs 
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Selecting a PRO/HRQOL instrument... 
   -Content (e.g. generic vs. condition-specific, pertinent domains covered) 

   -Properties (chiefly reliability, responsiveness) 
   -Practical issues (e.g. mode of administration, timing, instrument leng-  
                                    th, availability in the target language/culture) 

Reporting data (pre-specified hypothesis if primary outcome, analysis)  

1. A paradigm shift: PROs 
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Preference-sensitive decisions: 
 
Uncertain/no obvious evidence supporting one 
testing, screening or treatment option over another 
 

Options have different inherent benefits/risks 
 
 Patient values important in optimizing decision 

2. A paradigm shift: SDM 
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INFORMED  
CHOICE 

The Patient  
Experience of illness • 
Social circumstances • 

Attitude to risk • 
Values • 

Preferences • 

 

The Health Professional  
    •Diagnosis  
    •Disease aetiology  
    •Prognosis  
    •Treatment options  
    •Outcome probabilities 

 



INFORMED CONSENT: decision consistent  with best 
available evidence  

INFORMED CHOICE (SDM): decision consistent with 
best available evidence, and values and preferences 
of the (informed) patient 

Different people have different attitudes to their health 
leading them to place different values on health-related 
behaviours.  Thus, for some people an informed choice 

may be a choice not to engage in a behaviour or 
treatment, even if recommended by their physician 

2. A paradigm shift: SDM 
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                Steps in the SDM process 
1. Define/explain the problem  
2. Equipoise statement 
3. Portray options 
4. Provide information (each option’s risks and benefits) 
5. Check understanding 
6. Explore ideas, concerns, and expectations about decision 
7. Identify preferences 
8. Make or explicitly defer decision 
9. Follow-up arrangement  

 
 

2. A paradigm shift: SDM 
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3. SDM in MS rehabilitation 
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Mean OPTION score = 30 
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in MS … 
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in rehab… 
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3. SDM in MS rehabilitation 

in MS rehab… 

Primary outcomes: Processing speed SDMT,  
                                   perceived cognitive problems PDQ 
                                   GAS (only intervention arm) 
Secondary outcomes: cognition BRBNT, MSQ-P, MSQ-I, fatigue FSMC, 
                                         QOL WHOQOL-BBREF, mood BDI-II, MSIS-29 

 
 

? 
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3. SDM in MS rehabilitation 

in MS rehab… 
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3. SDM in MS rehabilitation 

in MS rehab… 

Primary outcomes: Disability DIP, Participation & Autonomy IPA 
Secondary outcomes: Functional arm 9-HPT, fatigue MFIS, pain  
                                PES, cognitive PDQ, occup prerformance COPM 
                                Process ECGP (HP and Pt), QuoteEEE 

 
 
 

 

More time spent on consultation than on treatment? 
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KEY POINTS 
 

• PROs increasingly used, but need: (a) to improve quality in planning, 
gathering, analyzing, and reporting (particularly in RCTs); (b) for easier to use 
instruments (admin/scoring/retrieval) 

 

• SDM endorsed by HPs but insufficiently implemented in the MS field and in 
rehabilitation (few studies found on SDM in MS rehab) 

 

• PROs and SDM both expression of a shift from disease-centeredness to 
patient-centeredness 

 

• Contamination & common strategies needed in MS care & research to inform 
decision-making at the micro, meso (e.g. guideline development) and macro 
level (health policy)  
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