[C. Method of economic evaluation/HTA]

C-1 Recommended methodology or guidelines for economic evaluation
-Does your organization have a recommended methodology or guidelines for economic
evaluation?
2009 BB TN TS GIRER), (B FI5IZRITER %, 77 ML 3. 5% E
http://www. aotm. gov. pl/assets/files/wytyczne_hta/2009/Guidelines_HTA_ eng MS_2906200
9. pdf
F 72 2012 FEICIE, HKIERR /2 T A_REEHEICOWTREEA DO XERHEN TV,
http://www. aotm. gov. pl/assets/files/wytyczne_hta/2012/Regulation MOH_minimum_requir
ements_03042012_eng. pdf

Cc-2 Methods of economic evaluation or HTA

C-2.1. Time of evaluation

O Before the new drug approval (NDA)

B Between the NDA and reimbursement

U After it is marketed

C-2.2. Healthcare technology targeted by the economic evaluation

-Are all technologies assessed by the economic evaluation?

- If not all technologies are targeted, who determines the targeted technologies, and

how?

- Which technologies are targeted?

EELOGE BIEEE ST TORWEREDRINC OV UL HIA DT B ARUETH D,
7272 L. rapid report @b DIIREFE LA E F LTV,

C—-2.3. Evaluation process
C-2.3.1. Process

-Please explain the process of evaluation.
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Process of assessment of HTA analysis
of ?@%@%%‘:ﬁg%@m%ﬁ% dossier

Minimal \\ supple-
require- ‘ments
ments HTA
checking :anaWsw ~
 (optional)
14 days 7 days
) 60 days (+14 days) !
Warsaw, November 26th, 2013 9

- MAH(Market Approval Holder) DIEHT —Z B HA FT A4 VEIZ—HE L TWANEIEKBROF = v 7 %

7

T2 »
ERRICEER BT, MAH IZEO 2 ERT 5,

AT ORCEIFFHE 21TV, EORREZHEITE & 8 TC(Transparency Council) \Z2EFT9 2,

— RN OBEREEER T, TCHBME I, KA/ HELE (president recommendation) 2AH &5,
INbD7rERAT 60 HUNIZET LARTHIER bR,

C-2.3.2. Economic evaluation analysts

-Who performs the economic evaluations? (e. g., manufacturers, third-parties,

academic groups, etc.)
TENENT 5,
C-2.3.3. Reviewers of the economic evaluation

‘Who reviews the submitted economic evaluations? (e.g, members of the

organization, academic groups, etc.)

AHTAPol TLE=a2—%1TH, REITETAHEF I 7 A MCE-oTRHL, RETH
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WIEETNVOREEZE YT =7 L, BEEZBIR Y,

C-2.3.4. Involvement by external researchers (from universities and

research institutes)
-Are academic research groups involved in the evaluation process?
- If yves, how are they involved?
- How much academic research groups are involved in the
organization, not individual process?
SO 7 v AR T AHTAPol b B RZ 2RO B2 6 d 5,

C-2.3.5. Involvement of citizens or patient groups

-Are citizens or patient groups involved in the evaluation process?

- If yes, how are they involved?
- —f%D A%t public consultation OEIRIFIZ2 A M2 HTZ EIETE S (277
LEBIZITEN)
- BEEFAEORTE AN TC(Transparency Council)iZ b EEN TV 5,
C-2.4. Evaluation period

-On average, how long does it take to perform one economic evaluation or HTA?

LD T aE 2T 60 H

C-3. Threshold

-Do you have referable thresholds used in your economic evaluations?
- If yes, what are the approximate values of these?
*If no, how does your evaluation determine whether a healthcare technology is '

cost—effective or not?
- Reimbursement Act (2012 4E)IZ X ¥ . 3xGDP per capita (2013: ~105 000 PLN= "25 000 euro)

THHIEBREDBN TS,
“Threshold price” IIRFEES LEENRETHEICHLAVWLNS,
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Cc4. Completed evaluation

C-4.1. Number of completed evaluations

- What are the total and annual counts for completed evaluations?

- If possible, please list the URL or the results of the evaluation.

- 2013 FEIX 65 D A —H—HT — X ZFHE LT, 90 FDFDOMoOENE . M MER IR
HEBEERLICETAIER 0 H4, HIFBUF v /T A~DER, 280 {4,
- HELET BN E D TR T D, BEFMMOTSIIIEARR L 2o T 5,
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[D. The role of the evaluation in decision—making]

D-1 Application of evaluation to decision—making
- How are the economic evaluations or HTA utilized? (e. g, reimbursement, pricing, etc.)
- How do those making decisions utilize the evaluation results? (e. g., mandatory, optional,
ete. )
AHTAPol I ZREBICEBRBOF T2 EET S, /. BRAZESVMEREEITHE
1Z” threshold price” ZH\5,
D-2. Decision-making based on evaluation results
- Please describe the decision—making process as it employs the evaluation results.
D-3 Positive/negative results of the evaluation
- How are positive and negative evaluations handled? How do these results influence which
processes, and in what way?
D—4. Feedback (in particular, negative feedback) about: your organization from

citizens/patient groups

-How do citizens or patient groups respond to decisions made based on  economic

evaluations or HTAs (in particular, negative assessments)?

D-5.

Example of an evaluation and decision—making

- Please elaborate on the evaluation and decision—making process, using the example of

sunitinib (®Sutent) for renal cell cancer.
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- Please do the same for long—acting insulin (insulin glargin (eLantus) and/or insulin

detemir (®Levemir)).
(Please note: We commonly inquire about sunitinib and long-acting insulin and compare

the answers from many organizations. If neither sunitinib nor long-acting insulin is

utilized, please skip this question.)
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HTA in Poland:
Current status and future development

Anna Zawada z zawada@agtm.gov.pl
Agency for Health Technology Assessmentin Poland (AHTAPol)
Warsaw, November 26th, 2013

Step-wise process of implementing HTA
in Polish health care system

Launching June 2009 01 J'aﬁn‘:2‘012~

AHTAPol by Act on Health \\ peimburse-
ordinance Care Benefits / / mentAct
of MoH oo memEack
2005 coverage/ ICER=3xGDP in the process
(in line with desinvestment per capita

Dir 89/105/EEC) rules

Warsaw, November 26th, 2013 2
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Step-wise process of implementing HTA
in Polish health care system

* 2005 - launching AHTAPol by the ordinance of Ministry of Health in line
with Directive 89/105/EEC; capacity building under “Transparency of the
National Health System Drug Reimbursement Decisions” TF 2005 EC
project: proposals of structural and procedural improvements and HTA
involvement in Polish health care system

+ June 2009 — Act on Health Care Benefits financed of public funds —
confirmation of the place of HTA in the system by setting the rules of
making decisions on coverage new health technologies under benefit
basket and desinvestment

* 01 Jan 2012 — Reimbursement Act:

1) set up more restrictive rules for financing drug technologies with ICER
threshold of 3xGDP per capita (2013: ~105 000 PLN= ~25 000 euro),

2) rules for NHF budget for drug reimbursement growing up,

3) setting the limit for NHF budget for drugs: no more then 17%; when
overfilled — MAH obliged to pay-back;

+ Jan (?) 2014 — update of Reimbursement Act planned

Warsaw, November 26th, 2013 3

Current means of funding drugs
in Polish healthcare system

1. On the reimbursement list — drugs to be distributed by pharmacy on
the basis of registered indications

2. On the list of drugs to be funded under ,regimen (drug) programs”
(designed for defined group of patients, tightly defined inclusion/
/exclusion criteria, careful monitoring; drug programs cover new,
expensive therapies)

3. On the catalogue of chemiotherapeutics delivered in hospital care
in oncology

4. On the reimbursement list of drugs funded in specific off-label
indictions

5. A few specific MoH therapeutic programs (eg. clotting factors for
haemophilia; in-vitro insemination for infertility)

6. On dedicated demand for individual patients (special cases of
chemiotherapy or even drugs not approved for Polish market)

Warsaw, November 26th, 2013 4
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Who applyes for coverage?

* In case of reimbursement on list, under drug program or
in the catalogue of chemiotherapy — MAH should initiate
the process

* In case of the list of off-label use — MoH initiates process
by asking National Consultants in specific medical
domains to indicate drugs and their off-label indications

 As for individual approval — MoH may ask AHTAPol to
assess specific technology in case the number of
demands exceeds the limit; negative recommendation
causes refusal

Warsaw, November 26th, 2013 5

Place of AHTAPol in Polish system 2013

~ MAH

i ) cvisscisisinenindd
; A I 3
5 {MoH [ NHF |
| Decision-maker | | Payer é

Reimbursement decisions  Contracts with providers
3 A, . - ,’t ’!
4

3 -
Y Y . - e £
LY

o s s

Healthcare providers (eg.
hospitals, GP practices)

Warsaw, November 26th, 2013 6
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Proceedings with MAH submission
in Ministry of Health

» Checking formal completness of the submission

* If reimbursement under ,drug program” — program
inclusion/exclusion criteria to be agreed

« If active substance not currently reimbursed, HTA
analysis compulsory; they should be provided to
AHTAPolI (together with the assessment fee)

+ After AHTAPol recommendation delivered — price and
risk sharing agreement to be negotiated with Economic
Commission in MoH

* Reimbursement decision made by MoH; only an appeal
to the court possible

Warsaw, November 26th, 2013 7

Tasks of AHTAPol

Sonat

» Primary task: assessment of health technologies and health care
procedures on the demand of Ministry of Health (MoH) to inform
decision making on financing medical procedures

* In case of drugs (medical devices, food supplements) financed
on reimbursement lists/drug programs/catalogue of
chemiotherapy — procedure triggered by submission of drug
dossier by Market Authorisation Holder (MAH) to MoH; if active
substance has not been reimbursed yet — AHTAPol
recommendation needed; AHTAPol assessment is charged

+ Additional task (not covered in this presentation): assessment of
health programmes of local governments (LG) to advice on
effective spending of public funds — LGs are obliged to seek
AHTAPol advice; AHTAPol opinion is to be consider, but
adoption is not mandatory; 3 months statutory time limit for
AHTAPol advice

Warsaw, November 26th, 2013 8
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Process of assessment of HTA analysis
of reimbursement dossier

MAaH
Minimal ~supple-
require- ments
ments HTA
checking // analysis
' (optional)
B i
14 days 7 days
) 60 days (+14 days) !
Warsaw, November 26th, 2013 9

Process of assessment of HTA analysis
of reimbursement dossier

Steps of submission assessment:

*  Checking if HTA analysis fulfill minimal requirements; regulation of
MoH (hitp://www . acim.gov.pl/index. php?id=788) plays a role as the
transposition of HTA Guideliness into act of law

« If gaps found, process is stopped for updating analysis by MAH
(14 days)

+ Analysis assessment according to HTA Guideliness and good HTA
practice rules; the report is provided to Transparency Council and
placed on AHTAPol website

» 7-days public consultations; declaration of conflict of interest
needed for comments to be considered

+ Transparency Council position; President final recommendation

*  Whole process should take no longer then 60 (optionally +14) days

Warsaw, November 26th, 2013 10
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&

Process of assessment of HTA analysis
of reimbursement dossier

+ Assessment by analytic team

» Apprisal by Transparency Council
(the body of 20 experts, representatives of NHF, Drug
Registration Office, Patients Rights Attorney included;
proceeds on meetings; for every meeting 10 person are
randomized) —TC positions provided

» Apprisal by AHTAPol President — provides AHTAPol
recommendations

» Both TC position and President recommendation passed
to Minister of Health

Warsaw, November 26th, 2013 ‘ 11
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Warsaw, November 26th, 2013 12
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How to achieve cost-effectiveness?

» During the process of HTA assessment ,threshold price”
is counted — the price at which ICER does not exceeds
threshold of 3 x GDP per capita (in 2013 about 25 000
euro)

* MAH may reduce ICER by proposal of risk sharing
sheme (RSS)

+ AHTAPOol assess credibility of ICER & threshold price
estimates

* MAH negotiates with Economic Commission in MoH final
price & RSS, as well as details of drug program (to keep
program population under control)

Warsaw, November 26th, 2013 ' 13

Stakeholders involvement
in HTA assessment process

* Ministry of Health — originator of the process, recipient of
recommendations, by law independent decision maker

« National Health Fund — payer, involved in the process as consultee
and data provider; has the representative in TC

» Professionals — their opinion are asked by AHTAPol in the
assessment/appraisal process

» Patients - if organized in association, may be involved in
assessment/appraisal process as professionals; Patients Rights
Attorney representative in TC

*  MAH — when applying for reimbursement is obliged to provide HTA
analysis and is entitled to comment on the assessment; no appeal
procedure to AHTAPol recommendations is forseen

* Public — may provide comments to analysis in the public
consultations — however rarely used ‘

Warsaw, November 26th, 2013 14
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Planned update to Reimbursement Act

» New rules of reassessment — after 5-year period
» MAH due to provide reimbursement dossier on demand
of Ministry of Health

» Regulation of the process of individual agreement for
oncological chemiotherapeutics

 In general — further regulations to keep the budget under
the control

Warsaw, November 26th, 2013 15

Thank you for your attention

Anna Zawada
a.zawada@aotm.oov.pl

Warsaw, November 26th, 2013 16
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Conditions of drug reimbursement under
Reimbursement Act — extention to path 3

* Budget of National Health Fund — no more than 17% for drug reimb
sement: when overfilled — pay-back; restricted growth year-to-year

« Limit groups” — aggregate drugs of similar therapeutic indication or
pharmacodynamics and set limit for their reimbursement according to
the price of the cheapest drug fulfilling 15% turnover

+ Reimbursement decision on the base of ICER/QALY not higher then
3xGDP per capita; negotiation on risk sharing schemes otherwise

* 3xGDP per capita = 105 800 PLN = 25 000 euro
+ Charge: 88 500 PLN = ok. 21 000 euro

Warsaw, November 26th, 2013 17
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Agency for Health Technology Assessment

Guidelines for conducting Health Technology
Assessment (HTA)

Version 2.1

Warsaw, April 2009
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The study was commissioned by the Agency for Health Technology Assessment and prepared in cooperation
with the Agency.

The document “Guidelines for conducting Health Technology Assessment (HTA)” form march 2007 served as
a starting point for the guidelines elaboration.

All members of the Team participated actively in discussions and contributed to the improvement of the
document by submitting their remarks orally and in writing.

Zbigniew J. Krél was in charge of the Teams activities and he is responsible for the final redaction of the
dokument.

Guidelines (Version 2.0) where revised by Consultative Council of AHTAPol. The revision was an editorial
only. Consultative Council of AHTAPol gave positive opinion on revised document (Version 2.1).

In the last voting, Jacek Splawinski gave dissenting opinion.

Agency for Health Technology Assessment
Al. Lotnikow 22

02-668 Warsaw

Poland

tel. +48 22 566 72 00, fax +48 22 566 72 02
email sekretariat@aotm.gov.pl
www.aotm.gov.pl

Coping of this document for non-commercial purposes is permitted only with indication of its reference.
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