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POSITIVE DECISIONS AND RECOMMENDATIONS (1/2) e —

A CERTARA COMPANY
i,
‘?,‘?.& TRANSPARENCY COUNCIL "‘AHTAPOIPRESIDENT ]Il]. MINISTER OF HEALTH
93% 93%
82%
78%
03.2020-02.2021
54% 55%

k_y_)

05.2020-04.2021
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L INAR

POSITIVE DECISIONS AND RECOMMENDATIONS (2/2)

A CERTARA COMPANY
i,
|
‘?,.?.& TRANSPARENCY COUNCIL “AHTAPOIPRESIDENT ]I[[ MINISTER OF HEALTH
90%
80%
70%

60% A ,

50%

*Statutory processing time for Drug Programme = 240 days, Pharmaceutical reimbursement; Chemotherapy = 180 days
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POSITIVE DECISIONS AND
(05.2020-04.2021)

9
‘w"aL'TRANSFU\RENCY COUNCIL

89%
74%

54%

Drug Programme

RECOMMENDATIONS

‘”‘ AHTAPol PRESIDENT

100%

84%

Pharmaceutical
Reimbursement

I 62%

L INAR

A CERTARA COMPANY

MINISTER OF HEALTH

-
m

100% 100%

0%

Chemotherapy
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Correspondence between the recommendation of
AHTAPoIl President and the Transparency Council (TC)
statement

L INAR

A CERTARA COMPANY

05.2020-04.2021
(12 months)

03.2020-02.2021
(12 months)

o

v Level of Association using Cramer's V: Level of Association using Cramer's V: v
0,47 0,53

Statement of Statement of
‘?':l"“ the TC the TC ‘?’&‘,‘
62 0 55
Recommendation (78%) (82%) 0 Recommendation
‘?‘ of the President of of the President of ‘?‘
AHTAPoOI 12 6 7 5 AHTAPoI
(15%) | (8%) (10%) (7%)
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Correspondence between the recommendation of the

- INAR
President of AHTAPol and the statement of the NPV
Transparency Council (TC) A CERTARA COMPANY
(05.2021-04.2021)

Drug Programme Pharmaceutical Reimbursement Chemotherapy

Statement of
the TC

13

&/

40
Recommendation | (74%) 0
of the President
ofAH;APoI 8 6
P (15%) | (11%)
Level of Association using
Cramer's V:
0,53*

e oo et oo o -

- —

v

Statement of
the TC

5

&)

21
(84%)

0

4
(16%)

Level of Association using

Cramer's V:
O,NA**

* UnfufiII; assumptions of the Chi2 test, Yates’ correctionapplied
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Statement of

the TC

3

J

1
(100%)

0

0

Recommendation
of the President

of AHJAPol
A

Cramer's V:
NA**

Level of Association using

**NA — notapplicable



L INAR

A CERTARA COMPANY

Correspondence between the decision of the MoH and
recommendation of AHTAPol president

03.2020-02.2021
(12 months)

05.2020-04.2021
(12 months)

v

Level of Association using Cramer's V: Level of Association using Cramer's V:

v

0,14 0,09

<. | Decision of the Decision of the |

E MoH MoH E

55 39 46 37
o Recommendation E@ (48%) | (34%) (47%) | (38%) Eﬁb Recommendation o
P ) of the President of of the President of 4id
AHTAPoI 8 12 6 8 AHTAPoOI
;; (7%) | (11%) (6%) (8%) ;
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Correspondence between the decision of the MoH and

recommendation of AHTAPol President

(05.2020-04.2021)

Drug Programme

@

E}

Decision of the
MoH

13

&/

42 31
Recommendation | (46%) | (34%)
of the President of
AHTAPol 8 11
A (9%) | (12%)
Level of Association using
Cramer's V:
0,05*

e oo et oo o -

Pharmaceutical Reimbursement

- —

v

Decision of the
MoH

5

&)

13 7
(62%) | (33%)
1
> | s%)
Level of Association using
Cramer's V:
0,13*

* Unfu

W

Ifilled assumptions of the Chi2 test, Yates’ correctionapplied
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A CERTARA COMPANY

Chemotherapy

\'4

Decision of the |«
MoH ﬂ
0 1
(100%) | Recommendation
of the President of
0 0 AH;APoI
4id

Level of Association using

NA**

Cramer's V:

**NA — notapplicable



___INLAKR

LEVEL OF ASSOCIATION USING CRAMER'S V

A CERTARA COMPANY

0.95
0.90
0.88

0.90

1.00

0.86

0.79

0.80

Q.72
0.68

76

0.66
0.63

0.67

0.62

0.75

0.60

0.63
0.59 0.63

0.59

0.63

0.60

0.53

0.53

0.54

0.60

0.53

0.55

0.47

0.40

0.4

0.49
0.44

0.49

0.51

0.47

0.50

0.40

0.37

0.32

0.28

0.29

0.28

0.28

0.26

0.14

0.09

Q.10
0.04 ™N0:-06

0.18
0.04

0.20
0.20
0.14 £ 0.20
<0 0.10/ 0-14 0.09 0.10
: 0.11 %
0.04 A 0.05

0.22

0.23
0.22
0.19 017 0.20
0.12

0.27
0.25

0.18
0.15

0.15

0.20

0.00

el

VS

180 days
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240 days, Pharmaceutical reimbursement; Chemotherapy

*Statutory processing time for DrugProgramme
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DURATION OF THE PROCESS Hfective Time at L INAR

1l A CERTARA COMPANY
: i,

se9 |

Recommendation of . ..
Statement ofthe ecommendation o Positive Decision of the

Transparency Council the President of .
AHTAPoI MoH (Reimbursement)

Submission of Submission ofthe
Application to the Application to

MoH AHTAPol

\ J
|

Time from Recommendation

to Reimbursement
\ J

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

05.2020-04.2021 (1) 03.2020-02.2021(l1)

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

DEVH
564 528 84 90 381 335

Average 604 587 96 104 434 418
72 72 20 20 15 15
2077 2077 1926 1926

Gl | ""'*“'"‘“ﬂ"’"mﬁ"”Nwﬁ"”‘m‘f " WW“""" memhmmmﬁm et i Hlﬁmm' e



Duration of the Process (05.2020-04.2021) - (INAR |

A CERTARA COMPANY
604
Overall 2077
657
Drug programme 2077
279 399
Pharmaceutical 1601
Reimbursement
B Vvin
B Vedian
Average
B Max
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Time between the Recommendation of the President of - INAR |
AHTAPol and Positive Decision of the MoH (05.2020-04.2021)

A CERTARA COMPANY
434
475
5 274
Ph.armaceutlcal 1486
Reimbursement
Min
B Median
Average
B Vvax
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Real time for Preparation of Recommendation from \J AR
President of AHTAPol (05.2020-04.2021) e —

A CERTARA COMPANY

0] 116
05} 118

Drug programme

109

17018

Pharmaceutical
Reimbursement

Hl Min
Chemiotherapy LN | 170 Bl Median
Average

B Max
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Effective time for Preparation of Recommendation of the [ INAR
President of AHTAPol (05.2020-04.2021)

A CERTARA COMPANY

Overall

Drug programme

B o5
B4 100
Bl 36
20

Pharmaceutical
Reimbursement

205
205
162
150850
0

Bl Vin
Chemiotherapy 12 150 B Median
Average

B Max
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_JNAR
REIMBURSEMENT & REGULATORY

DATABASE

Since 2012
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REIMBURSEMENT & REGULATORY e NAR
DATABASE

WE ANALYZE:

AHTAPol health techonology assessments

Recommendations

Reimbursementdecision-practice of the MoH @
by AHTAPol President

s
....
....

Transparency Council statements @ ® EMA’s registration practice

Related topics of interest
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CONTENTS OF THE DATABASE L INAR

A CERTARA COMPANY
366 Trade Names 523 Applications 316 Active Substances
111 Pharmaceutical
Companies 0 | 0
2012-2018
»
"' il

©
W

Drug Programme
Over 217 new Chemotherapy
716 EAN codes substances/indications Pharmaceutical
60 Categories Relmbursement
i MN"‘MM"WMHﬂ"m'mm Mﬁﬂ W tmmm«mﬁm et i on “Mw Fitvatirod




_ INAR

A CERTARA COMPANY
REGISTRATION DATA

CONTENTS OF THE
DATABASE

APPLICATION PROCEEDINGS BY AHTAPOL
MINISTRY OF HEALTH

OTHER DATA
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L INAR

A CERTARA COMPANY

REGULATORY & REIMBURSEMENT DATABASE

Predecizer Data = Charts = Logout (production@inar.pl

REIMBURSEMENT PROCESS UCT INFORMATION NG AUTHOFR

Reimbursement]

under Reimbursement Current O
Positiv Route of Original/g L I f original statu imbursement| Ty WA Date of first
submitted _‘_:5 = : ¥ Applicant Brand mame Active substance Formulation ou eo_ rErEEATaTe am:': = nr.lglna _ = (SNTEEISSHEN HEE s = . r_
decision (date) administration drug drug (if applicable) [(moment of miode [the procedure MA permission
spplication) | samefother/MA] [
#t ## i ## i i
YES 201&-05-1 EE/2016 lp=zen Somatuline lanrectide E802921094515; solution for injection  subcutanecus original drug - Pharmacy the same centralized 2014-04-29 201
AUTOGEL 530393100461 4; Chemotherapy
530539391004416
WO - 42016 Alcon Simbrinza brinzolamide + BE2099911424%0 suspension opthalamic complex drug - Mot [RES centralized 20140718 201
brimonidine tartrate product reimbursed
YES 20180501 2/2016 Astralenscs Lynparza olaparib 5202135480052 hard capsules oral original drug - Mot RS centralized 2014-12-16 201
reimbursed
YES 201&-07-1 172016 ELIZA Pharma Erwinaze crizantaspasse E0E0146280302 powder for solution intravencus or  original drug - Mot A natonal 20150727 201¢
for injecton intramuscular reimbursed
YES 201e-07-1 1692015 GEK Incruse urmeclidinium 5909991108953  inhalation powder inhalation use original drug - Mot [ centralized 2014-04-28 201
bromide reimbursed
YES 20180741 16172015 Sandoz Masometin mometasone BE209991031275 naszal spray. intranazal EEneric Mazsonex Mot [RES Lrsknawn 2012-12-12 201:
EUSpEnEion reimbursed
YES 20180501 158/2015 Adamed Hizoff pramipexole 5509990804405; tablets oral EEneric Mirapexin/ 5ifral Mot RS nadonal 2010-08-04 2011
5805950804443; reimbursed
5303990804467,
5303990804474,
5303990804498;
5303990804451

Ll | mtmﬂmﬂh« m“qum'mmn imWMt'n" m*”’"“"wm L “*m’mm.g..



REGULATORY & REIMBURSEMENT DATABASE

L INAR

A CERTARA COMPANY

Data ~

REIMBURSEMENT PROCESS

Reimbursement|
under
submitted
conditions

NO

YES

YES

YES

YES

YES

te it o et i on |

Pasiti
decision |

2015-03-01

2015-03-01

2016-07-01

2015-03-01

2015-03-01

233b/2014

23172014

229/2014

228/2014

227/2014

226/2014

BRITANNIA

Perspektywa podmiotu i

PHARMACEUTICALS zobowigzanego do

Actelion

Kedrion

Biogen Idec

Qctapharma

Boehringer
Ingelheim

finansowsania swiadczen ze
srodkéw publicznych bez RS5/z
RS51...

porownanie terapii EPR vs TRE
unknow

2014:0,00 2015: -20,85 min o
2016:-20,85 min Zgodnie z
oszacowaniami wnioskodawcy,
Zmiana sposobu fi .

Unknown

Wydatki inkrementalne: w l:,frro
wiydatki na produkt Octagam
[z4] 2015, 2016: -1 077 675,84,

-1 077 678, ...

Brak R55 Perspektywa NFZ 1
rok: -6 038 713; rok 2:-9579
a78

REIMBURSEMENT PROCESS COST ASPECTS CLINICAL ASPECTS

Populati

Pacjenci ze wskazaniem i

okreslonym we wniosku Rok

1:1 833 Rok 2: 1 B57 Rok 3:
1 882 Pacjendi, u krar ..

Pacjenci ze wskazaniem i
okreslonym we wnigsku
20152 minimalny 56 Wariant
prawdopodobny 58 Wariant
ma ...

A

Pacjenci ze wskazaniem i
okreslonym we wniasku
2013: 6053; 2014 6697
Pacjenci, u krorych
wnioskowana ...

Populacja pacjentdw z GBS,o
w krdrej bedg stosowane
IVlg: w tym leczonych
Octagam 2015/2016: 56/56
W

Pacjenci ze wskazaniem e

okreslonym we wniosku : 66
327 Padjendi, u kudrych

Pardwnanie APO-go PEN-OTHR
ws OTD Perspekiywa podmiotu
zobowigzanego do
finansowania Swiadczen ze sro

MA

MNA

Interwenda: Tecfidera o
(furmaran dimetylu) NFZ Avonex
(interfercn beta-1a) ICUR = 363

759,02 (bez R ...

Zgodnie oszacowaniami o
wnioskadawcy, w przypadku
obydwu razwazanych
perspektyw: ptatmika
publicznego ..

Brak RS5 CUA: DAB vs VKA ICLR
=25 714,43 (MFZ); 74 049,29
(poszerzona) CUA: DAB vs HDC

sions (from the main part of President’s recormmendati

Eksperd praktyki kliniczne] popraoszeni przez Agencje o preekazanie opinii uwaza)g zgadn'e,o
Zg 3pomo ..

Prezes Agendji, przychylajac sie do stanowiska Rady Przejrzystosc, uwaia fe dostepne i
dowody naukowe ..

Mimao braku mezliwosci wzajemmych pordwnar skutecznosd | bezpieczenistwa stosowanyc o
preparatdw moina ...

Obecnie, na temat efektywnosdi klinicznej fumaranu dimerylu wzgledem aknywne]j terapii w9
FZUTDWO-Femi ...

dostgpne wyniki badar wysokiej lub $rednigj, rzadziej niskiej jakosci (zaleznie od typu L
wskazania), ...
dostepne dowody naukowe potwierdzity pordwnywalng efektywnosé dabigatranu w e

poréwnaniu do antagonist ...
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REGULATORY & REIMBURSEMENT DATABASE _ INAR

A CERTARA COMPANY
Predecizer Data ~ Charts ~ Logout (production@inar.pl)
New molecule/new indication B Chemotherapy I Drug Program Pharmacy

Years

2017
B chemotherapy- 5
CLEAR FILTERS EXPORT AS IMAGE

BFharmacy: 16
Mode of Mo of new
reimbursement molecules/indications

Chemotherapy 5
Drug Program 38

Pharmacy 16

BlDrug Program: 38

Mmm..mmﬂh«mm“My'mm»“‘m*mﬁ:;|| et ot ot thon b 11 gt



REGULATORY & REIMBURSEMENT DATABASE

Predecizer

Mew molecule/new indication

NEW INDICATION MEW MOLECULE

Reimburstment mode

CHEMOTHERAPY DRUG PROGRAM

PHARMACY

Years

207

2014 § 2015
EXPORT AS IMAGE

Mo of new
molecules/new
indications

Date of
reimbursement list
publication

2014-01
2014-03
2014-05
2014-07
2014-009
2014-11

2015-1

et s e ip o “My'mmnmmwnwg ) ity

4

16

8

14

7

3

6

2014-01
2014-03
2014-05
2014-07
2014-09
2014-11
2015-01
2015-03
2015-05
2015-07
2015-09
2015-11
2016-01
2016-03
2016-05
2016-07
2016-09
2016-11
2017-01
2017-03
2017-05
2017-07

L INAR

A CERTARA COMPANY

Data ~ Charts~ Logout (production@inar.pl)

| Mumber of new producis and indications on reimbursement list

| &
| 16
| &
| 14
| 7
| 3
| &
| 7
| 3
| 5
| 1
| 7
| 3
| 2
| 2
| 10
| 7
| &
| 15
| 4
| 5
| 5
2 4 6 8 10 12 14 16 17
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L INAR

REGULATORY & REIMBURSEMENT DATABASE

Predecizer Data ~ Charts ~ Logout(production@inar.pl)

New molecule/new indication | Duration of the process with positive decision [days]

NEW INDICATION NEW MOLECULE Torisel : - : . 1330

Reimburstment mode Xalkori 1245
Zaltrap [1207
Erbitu [1203
Avastin | 958
Years Humira | 921
Aubagio | 834
Lemtrada | 785
Reviimid | 726
EXPORT AS IMAGE fecndera | 661
Humira | 536
Erivedge | 523
Applicant  Brand Name No of Time HyQvia | 521
Order
Abraxane | 502
Pfizer Torizel 422013 1330 Plegridy | 474
Pfizer Xalkori 151/2013 | 1245 Gazyvaro | 458
Remsima | 453
MNovartis Wotubia 22014 1217 Inflectra | 448
Sancfi Zaltrap 563/2014 1207 Inflectra | 448
Merck Erbitux 60/2014 1203 |anniarMekinist | 308
Esbriet | 209
Roche Avastin 27702014 858 Bosulif | 201
Abbvie Humira 138/2014 | 921 NovoEight | 290
Muwig | 286
Sanofi Aubagio 142015 834 Cimzia | 272
Genzyme Lemtrada 4472015 785 Cimzia | 278
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L INAR
- \ ONLINE ACCESSIBILITY ACEmracom

o o | st name | nctesbsance | pacages ancades

The Regulatory & Reimbursement
databaseis accessible online by usinga
unique login and password
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_INAR

A CERTARA COMPANY

HTA & MARKET ACCESS SERVICES

EVIDENCE SYNTHESIS EVIDENCE GENERATION
) HTA MASTER FILE REALWORD DATA | J
) REIMBURSEMENT DOSSIER STUDY PROTOCOL ()~
™ LITERATURE REVIEW & META-ANALYSIS BURDEN OF DISEASE ()
) PHARMACOECONOMIC MODELING DIRECTAND INDIRECT ()
— COST OF TREATMENT
") SURROGATEVALIDATION

ﬁ? PHARMACOVIGILLANCE

TOOLS
VALUE & ACCESS
) P&R OVERVIEW R&R DATABASE ()
e —— QUANTITATIVE DATA SYNTHESIS SOFTWARE ()
A RWD E-SURVEY PLATFORM ()
) LOCAL SUBMISSONS

MARKET ACCESS SENTINEL @

Instytut Arcana Sp. zo.o.
Plk. Dabka 8 Str,
30-732 Krakow, Poland
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