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Patient Reported Outcomes

“a report that comes directly from the patient about the status of a 
patient's health condition without interpretation of the patient's 
response by a clinician or anyone else”

FDA



Klinikere underrapporterer og overser patienters symptomer

Single center 
Phase 1 trials
N=265

Veitch et al, JNCI (2021)



Ugentlig symptom-monitorering øger overlevelsen

RCT

• Symptom-monitoring vs SOC 

• 30 % with lung cancer 

• n=766

1-year Overall Survival: 

75% vs 69% (P = .05)

Hazard Ratio

0.83 (95% CI, 0.70-0.99), p = .04)
Basch et al, JAMA (2017)



Endnu større effekt for patienter med lungekræft

Denis et al, 

JNCI (2017), JAMA (2019)

RCT

• Symptom-monitoring vs SOC

• Lung cancer

• n=121

1-year Overall Survival

75% vs 56%

Hazard ratio

0.59 (95% CI, 0.37- 0.96), p = .03



Forklaringer på overlevelsesgevinsten

• Tidlig opsporing af sygdoms-progression 

• Early palliative care

• Bedre håndtering af bivirkninger / komplikationer



De fleste patienter har symptomforværring igennem behandlingen

- - - Minimal Important Diff (MID): >10 points change from baseline to progression

Rød: Forværring; Orange: Stabil; Green: Forbedring



Symptomforværring er forbundet med dårlig prognose



Pilot studie

Udvikling af PRO interventionen

PRO

Intervention

Evaluering

Optimering

Pilot
Teknisk afprøvning

Udvikling
Patient interviews



Interventions-armen

Besvarelse gennemgås af
sygeplejerske på onkologisk
afdeling

Patienten kontaktes
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Study design: National RCT

Primary endpoint: 

Overall survival

Secondary endpoints:

HRQoL: EORTC QLQ-C30 / 
LC13, HADS (bimonthly)

ECOG performance status

Second-line treatment

Health economics: EQ-5D-5L

KEY ELIGIBILTY 

CRITERIA

Stage III/IV lung 

cancer

Palliative treatment

Non-progressive 

disease after induction 

treatment

Internet access

R
a

n
d

o
m

iz
a

ti
o

n

Intervention arm:

Weekly remote ePRO based symptom 

monitoring added to standard of care

Symptom deteriorations prompt a notification to 

a clinical nurse 

Intensified symptom management and disease 

surveillance.

Control arm:

Standard of care

ClinicalTrials.gov Identifier: NCT03608410



PRO interventionen



0

50

100

150

200

250

300

350

400

450

500

Recruitment completed (n=494) 

Enrolled per months Cumulated



Perspektiver

• Forbedret livskvalitet / symptom kontrol?

• Forlænget overlevelse?

• Klinisk implementering?

• PRO i kommende studier…
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