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03.2020–02.2021

05.2020–04.2021

P O S I T I V E  D E C I S I O N S  A N D  R E C O M M E N DATI O N S  ( 1 / 2 )

T R A N S P A R E N C Y  C O U N C I L A H T A P o l P R E S I D E N T M I N I S T E R  O F  H E A L T H

93%

82%

54%

93%

78%

55%
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*Statutory processing time for Drug Programme = 240 days, Pharmaceutical reimbursement; Chemotherapy = 180 days

P O S I T I V E  D E C I S I O N S  A N D  R E C O M M E N DATI O N S  ( 2 / 2 )

T R A N S P A R E N C Y  C O U N C I L A H T A P o l P R E S I D E N T M I N I S T E R  O F  H E A L T H
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C h e m o t h e r a p yD r u g P r o g r a m m e P h a r m a c e u t i c a l  
R e i m b u r s e m e n t

T R A N S P A R E N C Y  C O U N C I L A H T A P o l P R E S I D E N T M I N I S T E R  O F  H E A L T H

P O S I T I V E  D E C I S I O N S A N D  R E C OM M E N DATI ON S  
( 0 5 . 2 0 2 0–0 4. 2 0 21 )

89%

100% 100%

74%
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100%

54%
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Statement of 
the TC

Recommendation 
of the President of 

AHTAPol

62
(78%)

0

12
(15%)

6
(8%)

Statement of 
the TC

55
(82%)

0
Recommendation 
of the President of 

AHTAPol7
(10%)

5
(7%)

C o r r e s p o n d e n c e  b e t w e e n  t h e  r e c o m m e n d a t i o n  o f  
A H TA P o l P r e s i d e n t  a n d  t h e  Tra n s p a r e n cy  C o u n c i l  ( TC )  
s t a t e m e n t

05.2020–04.2021
(12 months)

Level of Association using Cramer's V:
0,47

03.2020–02.2021
(12 months)

Level of Association using Cramer's V:
0,53
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Statement of 
the TC

Recommendation 
of the President 

of AHTAPol

40
(74%)

0

8
(15%)

6
(11%)

Statement of 
the TC

21
(84%)

0

4
(16%)

0

Statement of 
the TC

1
(100%)

0 Recommendation 
of the President 

of AHTAPol0 0

Level of Association using 
Cramer's V:

0,53*

Level of Association using 
Cramer's V:

0,NA**

Level of Association using 
Cramer's V:

NA**

C o r r e s p o n d e n c e  b e t w e e n  t h e  r e c o m m e n d a t i o n  o f  t h e  
P r e s i d e n t  o f  A H TA P o l  a n d  t h e  s t a t e m e n t  o f  t h e  
Tra n s p a r e n c y  C o u n c i l  ( TC )
( 0 5 . 2 0 2 1–0 4 . 2 0 2 1 )

Drug Programme Pharmaceutical Reimbursement Chemotherapy

**NA – not applicable* Unfulfilled assumptions of the Chi2 test,  Yates’ correction applied
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Decision of the 
MoH

Recommendation 
of the President of 

AHTAPol

55
(48%)

39
(34%)

8
(7%)

12
(11%)

Decision of the 
MoH

46
(47%)

37
(38%) Recommendation 

of the President of 
AHTAPol6

(6%)
8

(8%)

C o r r e s p o n d e n c e  b e t w e e n  t h e  d e c i s i o n  o f  t h e  M o H a n d  
r e c o m m e n d a t i o n  o f  A H TA P o l p r e s i d e n t

05.2020–04.2021 
(12 months)

Level of Association using Cramer's V:
0,14

03.2020–02.2021 
(12 months)

Level of Association using Cramer's V:
0,09
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Decision of the 
MoH

Recommendation 
of the President of 

AHTAPol

42
(46%)

31
(34%)

8
(9%)

11
(12%)

Decision of the 
MoH

13
(62%)

7
(33%)

0
1

(5%)

Decision of the 
MoH

0
1

(100%) Recommendation 
of the President of 

AHTAPol
0 0

Level of Association using 
Cramer's V:

0,05*

Level of Association using 
Cramer's V:

0,13*

Level of Association using 
Cramer's V:

NA**

C o r r e s p o n d e n c e  b e t w e e n  t h e  d e c i s i o n  o f  t h e  M o H  a n d  
r e c o m m e n d a t i o n  o f  A H TA P o l  P r e s i d e n t
( 0 5 . 2 0 2 0–0 4 . 2 0 2 1 )

Drug Programme Pharmaceutical Reimbursement Chemotherapy

* Unfulfilled assumptions of the Chi2 test,  Yates’ correction applied **NA – not applicable
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v s v s

*Statutory processing time for Drug Programme= 240 days, Pharmaceutical reimbursement; Chemotherapy = 180 days

L E V E L  O F  A S S O C I AT I O N  U S I N G  C R A M E R ' S  V
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D U R AT I O N  O F  T H E  P R O C E S S

Submission of 
Application to the 

MoH

Submission of the 
Application to 

AHTAPol

Statement of the 
Transparency Council

Recommendation of 
the President of 

AHTAPol

Positive Decision of the 
MoH (Reimbursement)

Effective Time at
AHTAPol

Time from Recommendation 
to Reimbursement

Duration of the Process with a positive decision from the Minister of 
Health for the periods:

03.2020–02.2021(II)05.2020–04.2021(I)

Statistics
[Days]

Full Duration of the Process Effective Time at AOTMIT
From Recommendation to 

Reimbursement

Stage I Stage II Stage I Stage II Stage I Stage II

Median 564 528 84 90 381 335

Average 604 587 96 104 434 418

MIN 72 72 20 20 15 15

MAX 2 077 2 077 205 205 1 926 1 926
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0

1601

2077

2077

0

399

657

604

279

599

564

0

72

293

72

Chemioterapia

Ref. apteczna

Program lekowy

OgółemOverall

Drug programme

Pharmaceutical
Reimbursement

Min

Median

Average

Max

D u ra t i o n  o f  t h e  P r o c e s s  ( 0 5 . 2 0 2 0–0 4 . 2 0 2 1 )
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0

1486

1926

1926

0

274

475

434

0

181

430

381

0

15

86

15

Chemioterapia

Ref. apteczna

Program lekowy

OgółemOverall

Drug programme

Pharmaceutical
Reimbursement

Min

Median

Average

Max

T i m e  b e t w ee n  t h e  R e c o m m e nd at i on  o f  t h e  P r e s i d e nt  o f  
A H TA Po l  a n d  P o s i t i ve  D e c i s i on  o f  t h e  M o H  ( 0 5 . 2 0 2 0–04 . 2 02 1 )
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170

290

214

290

170

109

118

116

170

81

103

103

170

27

62

27

Chemioterapia

Ref. apteczna

Program lekowy

OgółemOverall

Drug programme

Pharmaceutical
Reimbursement

Chemiotherapy

Min

Median

Average

Max

R e a l  t i m e  f o r  P r e p a rat io n o f  R e c o m m en dat i o n f r o m  
P r e s i d e nt  o f  A H TA Po l  ( 0 5 . 2 0 2 0–0 4 . 20 2 1)
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150

162

205

205

150

86

100

96

150

61

84

84

150

20

51

20

Chemioterapia

Ref. apteczna

Program lekowy

OgółemOverall

Drug programme

Pharmaceutical
Reimbursement

Chemiotherapy
Min

Median

Average

Max

E f f e c t i ve  t i m e  f o r  P r e p a rat i on  o f  R e c o m m e nd at io n  o f  t h e  
P r e s i d e nt  o f  A H TA Po l  ( 0 5 . 2 0 2 0–0 4 . 20 2 1)



REIMBURSEMENT & REGULATORY

DATABASE

Since 2012



Related topics of interest

Reimbursement decision-practice of the MoH Recommendations
by AHTAPol President

Transparency Council statements

AHTAPol health techonology assessments

EMA’s registration practice

WE ANALYZE:

REIMBURSEMENT & REGULATORY

DATABASE



111 Pharmaceutical 
Companies

316 Active Substances

Drug Programme
Chemotherapy

Pharmaceutical 
Reimbursement

716 EAN codes

Over 217 new 
substances/indications

2012-2018

523 Applications366 Trade Names

60 Categories

CONTENTS OF THE DATABASE



CONTENTS OF THE 
DATABASE

REGISTRATION DATA

PROCESS, PRODUCT,  APPLICATION

APPLICATION PROCEEDINGS BY AHTAPOL

MINISTRY OF HEALTH

OTHER DATA



REGUL ATORY &  RE I M BURSEM EN T DATABASE



REGUL ATORY &  RE I M BURSEM EN T DATABASE



REGUL ATORY &  RE I M BURSEM EN T DATABASE



REGUL ATORY &  RE I M BURSEM EN T DATABASE



REGUL ATORY &  RE I M BURSEM EN T DATABASE



MobilDeveloper

The Regulatory & Reimbursement 
database is accessible online by using a 

unique login and password

Reimbursement 

date
No of order Applicant Brand name Active substance Packages [EAN codes]

2017-01-01 179/2016 Angelini PharmaAkynzeo netupitant/palonosetron5909991246563

2017-01-01 169/2016 Swedish OrphanKineret anakinra 7350031440300

2017-01-01 135/2016 Novartis Jakavi ruksolitynib 5909991053758 5909991053789 5909991053833

2017-01-01 94/2016 Vedim Cimzia certolizumab pegol 5909990734894

2017-01-01 84/2016 Roche Esbriet pirfenidon 5902768001112 5902768001129

2017-01-01 118/2015 Celgene Abraxane paklitaksel w postaci nanocząsteczkowego kompleksu z albuminą5909990930265

2017-01-01 109/2015 Roche Erivedge wismodegib 5902768001020

2017-01-01 8/2015 Celgene Revlimid lenalidomidum 5909991185633 5909991185626 5909990086696 5909990086702

2016-11-01 141/2016 Biocodex Diacomit styrypentol 5909990017331

2016-11-01 123/2015 Menarini Adenuric febuxostat 5909990761562 5909990761548

2016-11-01 48/2014 Leo Pharma Daivobet Calcipotriolum, Betamethasonum  5909990948376 5909990948383

2016-11-01 27/2014 ANPHARM Valdoxan Agomelatinum 5909990686568

2016-11-01 151/2013 Pfizer Xalkori kryzotynib 5909991004507

2016-11-01 42/2013 Pfizer Torisel temsyrolimus 5909990080663

2016-09-01 109/2016 Allergan Botox toksyna botulinowa typu A5909990674817

2016-09-01 55/2016 Ipsen Somatuline AUTOGEL  Lanreotidum 5909991094515 5909991094614 5909991094416

2016-09-01 2/2016 AstraZeneca Lynparza Olaparyb 5902135480052

2016-09-01 158/2015 Adamed Hitoff pramipexolum 5909990804405 5909990804443 5909990804467 5909990804474 5909990804498 5909990804481

2016-09-01 26/2015 Lundbeck Abilify Maintena Arypiprazol 5702157142200

2016-09-01 2/2015 Ferring Menopur Menotropinum 5909990812981 5909990812905

2016-07-01 1/2016 EUSA Pharma Erwinase crisantaspasum 5060146290302

2016-07-01 169/2015 GSK Incruse umeclidiniowy bromek5909991108953

2016-07-01 161/2015 Sandoz Nasometin mometasonum 5909991031275

2016-07-01 155/2015 Bristol–Myers SquibbOpdivo niwolumab 5909991220518 5909991220501

2016-07-01 148/2015 MSD Keytruda pembrolizumab 5901549325003

2016-07-01 147/2015 Roche Perjeta  pertuzumab 5902768001006

2016-07-01 122/2015 Astellas Vesicare solifenacinum 5909990215553 5909990215584

2016-07-01 60/2015 Roche Gazyvaro obinutuzumab 5902768001105

2016-07-01 49/2015 Biogen Idec Plegridy peginterferonum beta–1a646520441970 646520437201 646520442274 646520442113

2016-07-01 20/2015 Baxter HyQvia Immunoglobulinum humanum normale5909991072926 5909991072896 5909991072902 5909991072889 5909991072872

2016-07-01 228/2014 Biogen Idec Tecfidera Fumaran dimetylu 646520415452 646520415445

2016-07-01 201/2014 Roche MabThera rituximabum 5902768001099

ONLINE ACCESSIBILITY



Instytut Arcana Sp. z o.o.

Plk. Dabka 8 Str, 

30-732 Krakow, Poland


