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PROs Where? 

ü Ph III II  

ü  

ü PMS  

ü ISS  

ü  
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Who? 

§ )   

§  

§ PMS)   

§ ISS)  MAF 

 

§    HEOR 

§ PRO Validation   HEOR 

PRO  
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Confirmation of product 

use and impact in 

Real-Life setting 

 

Product differentiation 

 

 

-----------/////------------ 

Possibly, if HTA after 

2016 

PMDA label 

(very few, actually) 

Interview forms 

 

Product differentiation 

Marketing, Promotion 

Access to therapy 

-----------//////------------- 

NHI price premium 

(very few) 

Understand the disease 

Identify treatment gaps 

Quantify unmet needs 

Planning for advocacy 

 

 

 

------------//////------------ 

Define end-points of 

regulatory studies 

  

Unmet Needs   
QoL   

•  Unmet needs QoL

  

•  QoL   

 
(Clinician ) 

•    

•  QoL    
(Patient) 

• Unmet needs   
(Pharma) 
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wet AMD

QoL

 

QoL PRO    

 

[ ] 



QoL PRO    

 

[ ] 

1  

 + 

  

• National Eye Institute Visual Functioning Questionnaire-25

NEI VFQ-25 QoL  

• Geriatric Depression Scale, 

Short version in Japanese: GDS-S-J

 

•  

(Treatment Satisfaction, Demographics) 
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QoL PRO   

Wet AMD QoL  

 

 

1 wAMD

QoL

121 15

 

 

2 1.2%

635,000
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, April 2013 

ISPOR, May 2013 

, Nov 2013 

: 117

QOL 2013 p321. 

 

Adachi et al. Patient burden associated with wet age-related macular 

degeneration in Japan. Value Health May 2013; 16:A179. 

 

National Eye Institute Visual 

Functioning Questionnaire-25 (NEI 

VFQ-25), Geriatric Depression Scale 
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QoL PRO    

QoL  

wAMD  

• AMD

QoL : 

 

• AMD

QoL

 

•  AMD QoL

QoL

 

•  wAMD QoL

 

NEI VFQ-25

QoL
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These slides are starting 

to get a little boring and 

repetitive, need to 

change up how to 

present each of these 

projects 

QoL

 

QoL  

NEI VFQ-25 

: Yuzawa et al. Assessing quality of life 

in the treatment of patients with age-related 

macular degeneration: clinical research 

findings and recommendations for clinical 

practice. Clin Ophthalmol 2013; 7:1325-32. 
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QoL PRO   

(AF) QoL

 

•

 

• AF

AF

 

•

 

•

QoL
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SF-12, SF-6D, Work Productivity 

and Activity Impairment 

questionnaire (WPAI) 

: Kinoshita et al. Burden of comorbidities among Japanese 

patients with atrial fibrillation: a case study of dyspepsia. Clin Exp 

Gastroenterol 2013; 6:51-9. 
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QoL PRO   

20%

 

•

 –  

(Journal of Medical Economics

accepted, ) 

•

QoL

 

•
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ISPOR, June 2012 

Publications 

Q4 2013 

•

 

20%

 

: Wang et al. Clinical, humanistic, and economic burden of 

menstrual symptoms in Japanese women. Value Health 2013; 

15:A205. 

 

Tanaka et al. Burden of menstrual symptoms in Japanese 

women – Results from a survey-based study. J Med Econ. In 

press 2013. 

Menstrual Distress 

Questionnaire (MDQ) 
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QoL PRO  PMS 

PRO

challenge  

• Post-Marketing Surveillance, 

PMS PRO

 

• :PMS

real-life PRO

 

•

PMS PRO

challenge  

• PMS PRO

 

PRO

challenge  
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ISPOR, May 2013 

: Adachi et al. Implementation of patient-reported outcomes 

assessment in a post marketing safety surveillance: parallels in 

Japan and global planning. Value Health May 2013; 16:A53. 

 

Heads of Medicines Agencies, European Medicines Agency . 

Guideline on good pharmacovigilance practices (GVP) Module VIII – 

post-authorization safety studies (Rev 1). April 2013 

EMA/813938/2011 Rev 1. Accessed at: 

http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_

guideline/2012/06/WC500129137.pdf  
In EU: Post-Authorization Safety Study 
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Take Home Messages 

•

 

• PRO

 

• PRO

 

•  PRO

 

• PRO :Validation, sample 

size, etc. vs.  

• PRO  
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