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RA Prevalence in Romania

A No local data available
A The estimated prevalence of RA is §156
( around 150,000 patients)

A In 2008, 20,000 patients were hospitalized for
RA In Romania



Treatment In RA

First line therapy

L T~

Methotrexate
7,520mgMk

Leflunomide Sulfasalazine HCQ Gold SaltsCiclosporing-5mg/kg/day
20mg/day 2-3g/day 400mg/day Azathioprine 100mg/day

Active RA (DAS28>5,1), ESR>28mm/h, CRP>20mg/l, morning stiffness >1h, despite

Secondine therapy

previous treatment with minimum 2 DMARDSs, for at leastwk&each

TNF blockers:
Infliximab,Etanercept Adalimumab

Non-responders switch to one or more TNF alfa blockers
or to Rituximab

Certolizumal GolimumabTocilizumabAbatacept
Are available but not reimbursed



TotalNumberof Patients treated witlBiologics
iIn Romania (2012)

4885

AS 1859
PsSA 913
JIA 127

TOTAL 7108

* Data from National Health Insurance House



Total number of RA patients treated with Biologics in Romania
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Romanian Registry of RA Patients

A The aim is to obtain datr all RApatients on biologic
therapy, related to:
Patient demographics
Disease diagnosis
Disease course & activity (DAS28)
Imaging (optional): US, Rx, MRI
Disease therapy, includingngnA 2f 23A 0 5a! w5 Qa
Treatment efficacy (lontprm)
Treatment safetylongterm)
Treatment failures

Costeffectiveness:
Direct costs (hospitalization, medication, visits to rheumatologist)

Indirect costs (welfare, loss of productivity, absentegism



Romanian Registry of RA Patients:
timeline

A December 2011: Funding agreement for registry
with pharmacompanies that have registered
biologic therapies for RA

A January 2012The software provider was
selected

A October 2012A demo version of the registry is
avallable

A February 2013: Registry is fully active, all patients
with biologics prescriptions have to be registered



Data security

&

REGISTRUL NATIONAL AL PACIENTILOR CU POLIARTRITA REUMATOIDA

Utilizator: [ - ]

N — |

Cod parafa: [ eeseed] ]
N .

Mi-am vitat parola Autentificare

Accesul in aplicatie este permis numai utilizatorilor autorizati RNPPR




RNPPR

ADD INITIATION FORM

: ient data
Disease data
Form entered retroactively?[ |

Systemic disorder The spedialist that confirmed the inintiating criteria: Spediality of attending physician

JB e sageryand - Fomlediny )

osthesis

E Comaorbidities Last name :] First name [:]
E Medication CNP 2780812242030 Born (120811978 | HAge [ |

ﬂ Pulmanary and Sex eM@F Reproductive status @No @Yes

hepatic status Phone number :] Address
Markers of activity '
for PR

E DAS Score
B momiesy | veondcm a— E—

Biological .
evaluation Smoker @No @)Yes Retired @No @Yes

!51;3 ge of the Level of education seledt [+ Living environment

disease

o Professional activity status @No @Yes
Biologic treatment )
recommanded Insured @No @Yes Informed consent obtained?

No @Yes
Retrospective oNe®
evaluation
Final Validation

<< Back




IRNPPR

ADD INITIATION

! Patient data

E Systemic disorder
Joint surgery and
prosthesis

E Comorbidities
E Medication

Pulmonary and
hepatic status

Markers of activity
far PR

E DAS Score

E EURD Qol EQ-50:

Biological
evaluation
Stage of the
disease
Biologic treatment
recommanded
Retrospective
evaluation

Final Validation

rORM

Disease data

Symptoms onset

month | year |

Joint disorder

Serology
Inflammation

Duration

Classifica

Diagnosis date

month | year |

1 large joint

2-10 large joints

1-3 small joints

4-10 small joints

»10 joints, 1 small joint

[¥] FR @) <3XN ©>3XN
aca CCP D)<3XN (>3XN

ESR=28mm/h
CRP>3XN

() More than 6 weeks
() Less than 6 weeks




ARNPPR

ADD INITIATION FORM

Patient data

Disease data

Joint surgery and
prosthesis

Comarbidities
Medication

Pulmonary and
hepatic status

Markers of activity
for PR

DAS Score
EURO Qol EQ-5D
Biological
evaluation

Stage of the
disease

Biologic treatment
recommanded

21 Retrospective
— evaluation

Final Validation

Systemic disorder

Rheumatoid nodules
Sicca syndrome
Vasculitis

Felty syndrome
Raynaud syndrome
Lymphadenopathy
Pulmonary fibrosis
Ocular damage
Serositis

Date: [
Commér'ts:

SIUlMmport

Pleuritis
Pericarditis

Renal damage
Date: [ | &

Camments:

proteinuria< 1g/24h

admin (")




U .‘n N PP n Patients sury USErS My unt lass xport SIUMmport User. admin (')

ADD INITIATION FORM

! Patient data ] ]
Joint surgery and prosthesis
Disease data
Interventions Artroscopy

o Sinovectomy
Systemic disorder Prosthesis

Toint Description:
prosth

Comorbidities

E Medication Joint: @Uni OBilateral

Date of intervation : =3
Pulmonary and -
hepatic status

. Other intervations  1yne of intervations Date of intervation: i)
EMarkers of activity ! !

for PR

E DAS Score
E EURO Qol EQ-5D

Biological
evaluation
Stage of the
disease
Biologic treatment
recommanded
Retrospective
evaluation

Final Validation




ADD INITIATIC

! Patient data

E Disease data

Systemic disorder

Joint surgery and
osthesis

E Medication

Pulmonary and

hepatic status

Markers of activity
for PR

m DAS Score

EURO Qol EQ-5D

Biological
evaluation

Stage of the
disease
! Eilologn.c trea;:gent Psoriasis

Retrospective
evaluation

Final Validation

Comorbidities

Acute infections
Chronic infections
B
Hypertension
CAD
Heart Failure
Diabetes mellitius
Dislipidemia
Peripheral vascular disease
Stroke
Parkinson disease
Demielinisant disorders
Epilepsy
Asthma

Gastrointestinal disorders - GDU

Hepatic disorders

Inflammatory bowel disease

Renal disorders
MNeoplasia
Hematologic disorders
Osteoporosis

Arthritis

Fibromyalgia
Psychiatric disorders
Known hypersensitivities
Thyroid impairment
Alcoholism

Other significant




TRNPPR

ADD INITIATION FORM

! Patient data
Medication
Disease data
— History of non-biological treatment
4
‘-'I

Systemic disorder
Date of Date of

Dmard the first the last ont Dosage Inefficiancy Intolerance Adverse events Other

Joint surgery and dose dose
prosthesis Metotrexat
Comorbidities

Leflunomide

Sulfasalazina

HCQ
Pulmonary and Cidl .
hepatic status iclosporina
Markers of activity Azatioprina
atoGER Ciclofosfamid:
5 DAS Score
= Gold salts
8- EURD Qul EQ-5D
= < 11
Biological ¢ B @ 14 <4 Pagﬁl_mf]_ B :I
evaluation . . R )
CORTICOIDS (prednisone or prednisone equivalent in mg/day)
4y Stage of the @ <10 mg/day
" diseasea @ =10 mg/day
= 3 monts within the last year

! Biologic treatment
recommanded Concomitant medication

Retrospective Date of
svaluati ‘Blmdnane DClI initiat Dosagemg  Frequency

e
‘c:ga - Page1 pfl - 50 [ |







