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Agenda 

• Why patient-reported outcomes measures?  

• Choice of tools and methods 

• PROMS in:  

– Clinical trials 

– Registers 

– Clinical practice 



 

 

 

 

 

• «Nothing about me without me» 

(Barry MJ & Edgman-Levitan S, NEJM  2012: 366; 9.)               



 



 



The 6Ds model of health outcomes  

 

(Radosevich DM and Werni TLK. A practical guidebook for implementing, analyzing, and reporting 

outcomes measurement. Health Outcomes Institute, 1996, p. 1–10.) 
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 QALY: attempts to 
represent the impact a 
therapy has on the length 
of life while also taking into 
account any changes in the 
health-related quality of 
life (HRQoL). HRQoL is 
calculated on a scale where 
0 = ‘death’ and 1 = ‘perfect’ 
health (the scale also 
allows for negative scores). 
EUPATI 
SF-6D 
EQ-5D 

https://3qksc436bu713cqimwcfglyj-wpengine.netdna-ssl.com/wp-content/uploads/2016/03/QALY-v1_EN.png
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Electronic health (eHealth) literacy  

• PROMS for eHealth literacy: 
– eHEALS                                  

(Normann and Skinner 2006) 
• 8 items; combined 

knowledge, comfort, and 
perceived skills at finding, 
evaluating, and applying 
electronic health information 
to health problems 

– eHealth Literacy 
Questionnaire                               
(Kayser et al 2018) 
• 35 items; attributes of users, 

users ad technologies, and 
users experience of systems  

 

• How to describe and evaluate users’ digital capabilities 
and experiences? 

 



 



Systematic reviews of PROMs 

• The number of systematic reviews of PROMs is 
increasing 

• COSMIN guidelines for systematic reviews of 
PROMS 

 

(Prinsen CAC et al. Qual Life Res 2018;27:11447-1157)  



 

(ICHOM Standards: J Am Heart Assoc 2015;4:e001767) 



 

(Zannad F et al, Eur J Heart Failure. 2013 Oct;15(10):1082-94) 



Chronic heart failure: 

 

 

 

 

 

Acute heart failure: 

(Zannad F et al, Eur J Heart Failure. 
2013 ct;15(10):1082-94) 

“…QoL & PROs… provide insight into 
treatment effects from the patient’s 
perspective.  The therapeutic goal in HF 
patients is not limited to prolonging 
survival; improving the QoL is equally 
important.”      (p. 1089) 



Consensus among HF experts    

• More research is needed to develop robust methods 
for capturing HF events other than hospitalization or 
death 

• Patient-reported outcomes are independent 
endpoints, not surrogates for mortality 

• Instruments should be self-adminstered when 
possible 

(Zannad F et al, Eur J Heart Failure. 2013 Oct;15(10):1082-94) 



Data collection of PROMS 

• Apps may be equivalent to other 
delivery modes such as paper, 
laptops and SMS 

• May result in more complete 
datasets compared to paper 

• Faster completion times? 

• Response rates? 

• Data accuracy? 

• Not enough evidence to make 
clear recommendations about the 
impact of apps 

 

 

 

(Marcano Belisario et al, Cochrane Library, 2015, Issue 7.) 
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Question #3 

• The next question is generated 

from the response of the 

previous question 

• A new final score is estimated 

at every step (new response) 

Computer Adaptive Testing 
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Individual CAT report 

21 

http://www.healthmeasures.net/explore-measurement-systems/promis


SRH predict survival in 
Norwegian HF clinics 

• N=3632 (n=1778 for 
SRH) 

• 24 hospital outpatient 
clinics 

• MLHFQ in tertiles was 
an independent 
predictor of mortality  

(Hole T. et al, Eur J Heart Failure. 2010, 12; 1247-1252) 



 

(Norekvål TM et al, Eur J Cardiovasc Nurs, 2016, 15;2:108-11.) 



 



 



 



Summary 

 
• PROs are important and should be used in 

research, guidelines and clinical practice 
• Choose valid and reliable measurement tools 
• Choose relevant measurement tools; patient 

involvement 
• Combination of generic and disease specific 

questions 
• Take health literacy and ehealth literacy into 

account 
 


