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EB Devine, R Alfonso-Cristancho, A Devlin. (2013)  A Model for Incorporating Patient and  Stakeholder Voices in a Learning Healthcare Network: 
Washington State’s Comparative Effectiveness Research Translation Network (CERTAIN). J. Clin. Epidemiol. Author manuscript; available in PMC 
2014; pp 66(8 0): S122–S129. doi: 10.1016/j.jclinepi.2013.04.007 
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Los sistemas de salud estan encargadas de resguardar desde el paciente a la población , disminuyendo los riesgos y enfermedades mejorar la eficiencia de los servicios etc. Pero en algo en que todos los participantes de esto fallan  es en escuchar que es lo que quiere decir el paciente de una manera eficiente, para esto es por lo que se han creado lo PRO



Overview 
• PROs are defined as any report coming directly from  patients about their 

health condition and treatment (FDA 2009) and include a range of  
outcomes such as symptoms, functional status, and health-related 
quality-of-life  (Acquadro 2003). 

 
 
 
 
 
 

T. Schule, A. A. Miller. 2014 (Prototype Project)PROsaiq: A Smart Device-Based and EMR-Integrated System for Patient-Reported Outcome 
Measurement in Routine Cancer Care. J Radiat Oncol Inform 2014;6:1:111-131  
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Nacen principalmente en la necesidad de poder obtener información clara del estado del paciente en los estudios clinicos, en el que al inicio eran realizado usando lapiz y papel, sin embargo, medir la percepción del paciente ante un tratamiento, procedimiento incluso que es lo que ocurre en su díario vivir 
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Why is it necessary to include them? 

Impact 

Management Treatment Symptoms Complications 

Cancer 

Emotional Behavioural 

Anxiety Mood 

Limitations in  
Social/work 
functioning 

psyche 

Depression 



General Frame 
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Debemos ver al individuo como un todo en el que influyen tanto aspectos inherentes de cada individuo como el ambiente y 



What´s PRO? 

https://www.nihcollaboratory.org/cores/Pages/pro.aspx 

•Characteristics 
 

–Reliability,  Validity and Ability to 
Detect Change 
–Must be demonstrated empirically 
(for example, by confirmatory factor 
analysis) 
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Pero que son los PRO como lo dije anteriormente es el sistema utilizado para poder medir las preferencias resultados que necesita ser medidos en el paceiente 



Development of a PRO Instrument: An Iterative Process  

FDA (CDER, CBER, CDRH):  Guidance for Industry  Patient-Reported Outcome Measures: Use in Medical Product 
Development to Support Labeling Claims . 2009 Clinical/Medical  
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Como se crea un PRO, como lo pueden ver es un proceso iterativo, y de larga duración que consta de varias etapas: demanda
It is essential that a PRO instrument satisfy certain development, psychometric and scaling standards if it is to provide useful information. Specifically, measures should have a sound theoretical basis and should be relevant to the patient group with which they are to be used. They should also be reliable and valid (including responsive to underlying change) and the structure of the scale (whether it possesses a single or multiple domains) should have been thoroughly tested using appropriate methodology in order to justify the use of scale or summary scores.
These standards must be maintained throughout every target language population. In order to ensure that developmental standards are consistent in translated versions of a PRO instrument, the translated instrument undergoes a process known as Linguistic validation in which the preliminary translation is adapted to reflect cultural and linguistic differences between diverse target populations.




Tools Usually Used 

 

FDA (CDER, CBER, CDRH):  Guidance for Industry  Patient-Reported Outcome Measures: Use in Medical Product 
Development to Support Labeling Claims . 2009 Clinical/Medical  



 Core set of PROQOL questions. 

Ridgeway JL, Beebe TJ, Chute CG, Eton DT, et al. (2013) A Brief Patient-Reported Outcomes Quality of Life (PROQOL) Instrument to Improve 
Patient Care. PLoS Med 10(11): e1001548. doi:10.1371/journal.pmed.1001548 
http://www.plosmedicine.org/article/info:doi/10.1371/journal.pmed.1001548 
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The Patients point of view and Voice: 
Very Important to consider 

 
 

“If quality is to be at the heart of everything we do, it must be    
understood  from the perspective of the patient” 

 
 
 
 
 
 
 
 
 
 
 
 “Just as important (as clinical measures) is the effectiveness of 

care from the patient’s own perspective which will be measured 
through patient-reported outcome measures” 

 
 
 
 

    

Dr Keith Meadows DHP Research & Consultancy Ltd. July 2010:  An introduction to Patient Reported Outcome 
Measures . Slide Show 



Benefits of PRO (QoL) in clinical 
practice 

 Physicians take more actions regarding the patient-report Treatment 

•  The experimental group physicians diagnosed more symptoms of stress or anxiety than did the control group 
physicians (p < 0.001) and took more actions recommended by the feedback form (p < 0.02) (Rubenstein et 
al. 1995 ). 73 % in the experimental group vs 69 % control group  (p<0.005)(Magruder-Habib et al. 1990) 

 Physicians reported more referral rates to other profesionals Referral 

•  The referral is bigger in the experimental group  (Psychiatric referral (14.1% vs 7.7%) and 
received psychosocial referral (36.1% vs 5.7%)(P < than .0001))(Gold and Baraff . 1989) 

 Improves communication between physicians and patients . Communication 

• (Wagner et al 1997) moderate percentage (67%) of patients reported positive attitudes about 
completion of the assessment as well as sharing their feelings and physical abilities with their 
physician. 

NIH 
& 
NCI           

conclude that QoL measures should be incorporated into 
research studies when possible. 
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QoL on Medical Practice 

 
 
 
 
 
Of the patients stated that the QoL profile provided an accurate summary of their 
functioning and well-being 
 
57% Reported their physicians used the profile explicitly during their visits. 
79% Believed the profile enhanced physician awareness of their health problems 
87% Thought it would be useful to introduce a QoL assessment as a standard part 
of the outpatient clinical experience. 
 
 
 
 
 

 
 
 
However, the control group visits took longer than the intervention group (20.4 
minutes vs. 19.8 minutes, respectively) 
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Problems with PRO (QoL) measure 

• Physicians often view it as providing "soft data” that does 
not permit "hard" measurement such as that obtained in 
the laboratory. 

• Questions that are too personal, sensitive, or irrelevant 
are more likely to be omitted by patients.  

Characteristics of 
QoL assessments 

• Morris et al. 1998  80% of healthcare professionals believed 
that information obtained from QOL assessments is valuable, 
fewer than 50% of them implemented QOL assessments in 
their practice. 

• Problems related  due to logistical and resource constraints 

Implementation 



What Happens if we introduce IT to 
Medical Practice? 

Computarized 
QoL 

assesment 

More 
accurate 
results 

Represents 
a picture of 

patients‘  

Facilitates the 
implementation 

Increases 
efficiency 

and 
utilization  

utilization by 
a wider 

population. 

Less Time 
and  analysis  

Perry, S., Kowalski, T. L., & Chang, C.-H. (2007). Quality of life assessment in women with breast cancer: benefits, 
acceptability and utilization. Health and Quality of Life Outcomes, 5, 24. doi:10.1186/1477-7525-5-24 



Example 

 
 
 
Comparing the touch-screen versions and paper versions of the EORTC QLQ-C30 
and the HADS, the quality of the data extracted from a touchscreen version was 
found to be excellent, with no missing or problematic responses, mainly because 
the patient could not progress through the questionnaire without answering 
each question. 
 
Less time to complete the touch-screen version (8.3 minutes) as opposed to the 
paper version (9.6 minutes).  
 
The same study found that 52% of the patients surveyed preferred the touch-
screen computer, compared to 24% preferring the paper version. 
 
 
 Computer touch-screen QOL questionnaires were well accepted by cancer 

patients, with good data quality and reliability 
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Presentation Notes
No pude bajar el paper.
In a randomized cross-over trial, 149 cancer patients completed the European Organization for Research and Treatment of Cancer Quality of Life Questionnaire-Core 30, version 2.0 (EORTC QLQ-C30), and the Hospital Anxiety and Depression Scale (HADS) on paper and on a touch screen. In a further test-retest study, 81 patients completed the electronic version of the questionnaires twice, with a time interval of 3 hours between questionnaires.



 

Ring AE1, Cheong KA, Watkins CL, Meddis D, et al. (2008) A Randomized Study of Electronic Diary versus Paper and 
Pencil Collection of Patient-Reported Outcomes in Patients with Non-Small Cell Lung Cancer. Patient,  Apr 
1;1(2):105-13. 
 

The mean completion time was shorter for the paper and pencil method than the e-
PRO method (p < 0.0001). However, most patients stated that they preferred the e-
PRO method over paper and pencil (60% vs 12%). 
 
Therefore, the group results obtained using the e-PRO should be similar to the 
originally validated paper method, with the advantages of improved patient 
acceptability and ease of reliable interfacing with trial databases. 



Issues with computerized 
assessment 

Problems 

 
Technical 

difficulties 

Some patients had 
difficulty with the 

handheld 
computers because 

of the small 
screens as well 
as the software 

design 

Difficult touch due 
to the wearing 

down 
of equipment 

towards the end of 
the study 

Funding 

Perry, S., Kowalski, T. L., & Chang, C.-H. (2007). Quality of life assessment in women with breast cancer: benefits, 
acceptability and utilization. Health and Quality of Life Outcomes, 5, 24. doi:10.1186/1477-7525-5-24 



 

Ridgeway JL, Beebe TJ, Chute CG, Eton DT, et al. (2013) A Brief Patient-Reported Outcomes Quality of Life (PROQOL) Instrument to Improve 
Patient Care. PLoS Med 10(11): e1001548. doi:10.1371/journal.pmed.1001548 



 

Ridgeway JL, Beebe TJ, Chute CG, Eton DT, et al. (2013) A Brief Patient-Reported Outcomes Quality of Life (PROQOL) Instrument to Improve 
Patient Care. PLoS Med 10(11): e1001548. doi:10.1371/journal.pmed.1001548 
http://www.plosmedicine.org/article/info:doi/10.1371/journal.pmed.1001548 
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Ridgeway JL, Beebe TJ, Chute CG, Eton DT, et al. (2013) A Brief Patient-Reported Outcomes Quality of Life (PROQOL) Instrument to Improve 
Patient Care. PLoS Med 10(11): e1001548. doi:10.1371/journal.pmed.1001548 
http://www.plosmedicine.org/article/info:doi/10.1371/journal.pmed.1001548 
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ePRO adaptative change! 

 

1. https://adaptest.vpgcentral.com/ 
2. Christie, A., Dagfinrud, H., Dale, Ø., Schulz, T., & Hagen, K. B. (2014). Collection of patient-reported outcomes; - text messages on 
mobile phones provide valid scores and high response rates. BMC Medical Research Methodology, 14, 52. doi:10.1186/1471-2288-14-
52 
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The aim of this study was two-fold
1. To compare daily registrations of patient-reported
outcomes assessed with text-messages on mobile
phones (SMS) or with pen and paper (P&P), with
regard to scores and variation of scores.
2. To examine feasibility of the SMS method in a
multicentre clinical study



Ideas for the Future 
• What could be the impact in the medical 

practice and Trial investigations in Chile? 
 

    Studies About That = 0 

•  Economic indicators 
•  Resource allocation 
•  Hour consultation 
•  Prevention 
•  etc 



Conclusion  

Patient 
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Aditional  
• https://www.youtube.com/watch?v=gcWpGSFHL2s 
• http://www.plosmedicine.org/article/info%3Adoi%2F10.1371%2Fjournal.pmed.1001548 

https://www.youtube.com/watch?v=gcWpGSFHL2s


• http://c-path.org/programs/epro/#wrapper 



• https://adaptest.vpgcentral.com/ 



 



Meta-Analisis 

• The results summarized here show that 
computer and paper measures produce 
equivalent scores. Mean differences were very 
small and neither statistically nor clinically 
significant. Correlations were very high, and 
were similar to correlations between repeated 
administration of the same paper-and-pencil 
measure 

Gwaltney, Chad J. et al.(2008) Equivalence of Electronic and Paper-and-Pencil 
Administration of Patient-Reported Outcome Measures: A Meta-Analytic Review 
Value in Health , Volume 11 , Issue 2 , 322 - 333 





Suggestions to resolve some issues 
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 Examples of Electronic Systems 

 

assisTek :  http://www.assistek.com/about/overview http://tschuler.github.io/prosaiq/tech 
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Figure 1. PROQOL domains and item checklist. 

Ridgeway JL, Beebe TJ, Chute CG, Eton DT, et al. (2013) A Brief Patient-Reported Outcomes Quality of Life (PROQOL) Instrument to Improve 
Patient Care. PLoS Med 10(11): e1001548. doi:10.1371/journal.pmed.1001548 
http://www.plosmedicine.org/article/info:doi/10.1371/journal.pmed.1001548 
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Some Survey PRO (QoL) 
  Measure Purpose 

1 Beck Depression Inventory (BDI) [1] Designed to measure depression 
2 Breast Cancer Chemotherapy Questionnaire Developed to measure outcomes of women with 

stage II breast cancer receiving adjuvant 
chemotherapy 

  (BCQ) [3]   
3 Breast Cancer Prevention Trial Symptom 

Checklist (BCPT [4,5]) 
Designed to examine the physical and 
psychological symptoms associated with 
menopause and Tamoxifen usage 

4 Cancer Needs Questionnaire – Short Form Developed to assess cancer patients’ needs 

(CNQ-SF) [6]   
5 Cancer Rehabilitation Evaluation System  Developed to assess patients’ cancer-related 

problems 
  (CARES-SF) [8]   
6 Center for Epidemiologic Studies Depression 

Scale-10  
Designed to measure depression 

  (CES-D)   
7 European Organization for Research and 

Treatment of Cancer QOL Breast Cancer Specific 
Version  

Designed to measure QOL in the breast cancer 
population at various stages and with patients with 
differing modalities 

  (EORTC QLQ-BR23) [12]   
8 European Organization for Research and 

Treatment of Cancer QOL Cancer Specific 
Version 

Cancer specific questionnaire designed to measure 
QOL in the cancer population 

  (EORTC QLQ-C30) [13]   
9 Edmonton Symptom Assessment System  (ESAS) Designed to measure a variety of symptoms 
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Some Survey QoL 
  Measure Purpose 

10 Functional Assessment of Cancer Therapy – 
Endocrine System (FACT-ES) [20] 

Focus on endocrine concerns experienced during breast 
cancer treatment 

11 Functional Living Index – Cancer ((FLIC) 
[21]) 

Designed to assess the effect that cancer treatment and 
symptoms have on functional ability in all areas of life 

12 Geriatric Depression Scale – Short Form 
((GDS-SF) [23]) 

Designed to assess depression in the elderly 

13 Hospital Anxiety and Depression Scale 
((HADS) [26]) 

Developed to measure anxiety and depression 

14 Life Satisfaction Questionnaire (LSQ) [14] Developed to measure one’s general sense of satisfaction 
with life as it relates to school, relationships, leisure 
time, religious practices, and overall health, specifically 
for women with breast cancer 

15 Medical Outcome Short Form Health Survey 
(SF-36) [29] 

Developed to assess health-related QOL 

      

16 Quality of Life Index ((QL-Index) [32] Designed to assess health outcomes of those with cancer 
and other chronic diseases 

17 Rotterdam Symptoms Checklist – Modified 
[33] 

Developed to assess symptom-related distress among 
cancer patients 

18 Satisfaction with Life Domains Scale for 
Breast Cancer (SLDS-BC) [34] 

Developed to measure satifaction with life among breast 
cancer patients 
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