Pharmaceutical Management Agency

Paliperidone palmitate - P
injection Schizophrenia 1,000-10,000
Paliperidone tablets Schizophrenia second-line to risperidone 1,000-10,000

or quetiapine :

Prevention of respiratory syncytial virus

Palivizumab (RSV) infection in high risk infants 10,000-50,000
Paracetamol 500mg with codeine Pain 50,000+
30mg
Paediatric oral feed 1 kcal/ml in Infants with increased nutritional
100ml Ready to Feed botile : 1,000-10,000
. requirements
(Infatrini)
Advanced epithelial ovarian cancer in
Pegylated liposomal doxorubicin women who have failed a first-line 100-1000
platinum-based chemotherapy
Pemetrexed disodium Non Small Cell Lung Cancer (NSCLC) <100
. Polycythaemia and essential
Pipobroman thrombocythaemia <100
PKU Gel Phenylketonuria (PKU) <100
Potassium citrate Recurrent calcium oxalate urolithiasis 100-1000
Pramipexole Parkinson's disease 1,000-10,000
Acute Coronary Syndrome (ACS) with
Prasugrel Percutaneous Coronary Intervention 1,000-10,000
(PCIH)
Protein drink - PKU cooler .
10mg,15mg, 20mg Phenylketonuria (PKU) <100
Protein drink MSUD Maple Syrup Urine Disease <100
Quetiapine extended-release tablets | Schizophrenia and bipolar disorder 1,000-10,000
Raloxifene Osteoporosis - first line 10,000-50,000
. Osteoporosis in patients intolerant to
Raloxifene bisphosphonates 1,000-10,000
Ranibizumab Wet age-related macular degeneration 1,000-10,000
Riluzole Amyotrophic lateral sclerosis 100-1000
Risedronate Osteoporosis - first line 10,000-50,000
Risedronate Paget's disease 1,000-10,000
Rituximab Qhrqnic Lymphocytic Leukaemia (CLL) - <100
first line
Large cell ymphoma pts who have
Rituximab relapsed following prior non rituximab <100
therapy
Relapsed Chronic Lymphocytic
Rituximab Leukaemia - previously treated with <100
rituximab
Rituximab Relapsed Chronic Lymphocytic <100

Leukaemia - rituximab naive
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Indolent Non-

PHARMAC

Pharmaceutical Management Agency.

N oagkins ‘ympho‘h)\wa ( HL) |
Rituximab - retreatment 100-1000
o Large cell ymphoma - patients who have
Rituximab relapsed following prior rituximab therapy <100
. Prevention of venous thrombosis
Rivaroxaban following orthopaedic surgery 1,000-10,000
Rivastigmine capsules Alzheimer's disease (Dementia) 10,000-50,000
Rivastigmine patches Alzheimer's disease (Dementia) 1,000-10,000
. Hypercholesterolemia - third-line statin )
Rosuvastatin therapy 1,000-10,000
Sertraline Depression 10,000-50,000
Sibutramine _Obesity 50,000+
. ) Pulmonary arterial hypertension (PAH) .
Sildenafi secondary to other lung disease 100-1000
Sildenafil Post-Fontan Repair <100
Pulmonary arterial hypertension (PAH)
Sildenafil secondary to congenital diaphragmatic <100
hernia (CDH)
. Pulmonary Arterial Hypertension (PAH)
Siidenafil secondary to chronic lung disease (CLD) <100
Sitagliptin Type 2 diabetes 10,000-50,000
Sitagliptin and Metformin Type 2 diabetes 10,000-50,000
Sorafenib Hepatocelluar carcinoma 100-1000
Sorafenib Renal Cell Carcinoma <100
) Osteoporosis - second line following
Strontium ranelate bisphosphonates 1,000-10,000
Sunitinib Renal cell carcinoma <100
Sunitinib Gastrointestinal Stromal Tumour (GIST) <100
. Benign prostatic hyperplasia (BPH) in )
Tamsulosin patients intolerant to alpha-blockers 1,000-10,000
Telmisartan Hypertension 50,000+
Temozolomide Anaplastic astrocytoma <100
Temozolomide Glioblastoma multiforme <100
Tenofovir Hepatitis B - Post liver transplant <100
Tenofovir, emtricitabine HIV infection 1,000-10,000
Tenofovir, emtricitabine, efavirenz HIV infection 1,000-10,000
Teriparatide Qsteoporosm - second-line following 1,000-10,000
bisphosphonates
Testosterone undecanoate injection | Testosterone deficiency 100-1000
Thalidomide Multiple myeloma, first line for stem cell 100-1000

transplant ineligible

53




Thalidomide

| Mu iple myeloma,

Pharmaceutical Management Agency

100-1000

eligible
Tolterodine and other formulations of
oxybutynin (long acting and Overactive bladder 50,000+
transdermal)
Trastuzumab Breast cancer - metastatic retreatment <100
Travaprost and timolol Glaucoma 1,000-10,000
Triamcinolone hexacetonide Intra-articular injection 10,000-50,000
TYR Cooler, tyrosine and ; .
phenylalanine free protein substitute Tyrosinaemia <100
Varenicline Nicotine addiction 1,000-10,000
Vildagliptin Type 2 diabetes 10,000-50,000
Vinorelbine (oral) Non-Small Cell Lung Cancer (NSCLC) <100

Vitamin D

Vitamin D deficiency

10,000-50,000

Vitamin D and Calcium

Vitamin D deficiency and osteoporosis

10,000-50,000

Zoledronic acid

Osteoporosis - first line

10,000-50,000

Zoledronic acid

Paget's disease

1,000-10,000

Zoledronic acid

Osteoporosis - second line following
bisphosphonates

1,000-10,000

Zolmitriptan

Acute migraine

10,000-50,000
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2. N\VHY—

GYEMSZI (National Institute for Quality— and Organizational Development in Healthcare and

Medicine)

[A. Healthcare system]

Overview of the healthcare system in your country

A-1.1. Financial resources for public medical service coverage are based

B Primarily on social health insurance fees, collected through tax offices
O Primarily on taxes

O On something else (please specify: )

T E AL TOERBANRRD & 2 WL (FEEETEECRER e EXXVEE DXL
TEANZIRENTE D A= TND

- National Health Insurance Fund (OEP) 2% 7 W FFOM#ulE regional health fund Z¥7HR—k
LT3, .

- B#FH 1T GP(general practitioners)® B HICEXLTE L HETH S,

- GPs 1% (a) ABEF AU (capitation), (b) EEE (operation costs 72 &), (¢) MEHEIZIAWN
G ) () HREIC LV ZHbh s,

- BEIIFPBEH D Wi polyclinic DWW DO HEME (REIE., ERARE., REHES) I
FBMRELCERT LI LLTRTH D, .

- ABREEIZFEICAIREIC L - TRt 5,

« APEDZFNIDRG AT MZESL, .

- PREEFRIZE S DK 7%,

A-1.2. What is the role of private insurance companies?

O All individuals (or the majority) are covered by public healthcare system and few
people use private insurance.

O All individuals (or the majority) are covered by the public healthcare system, but
private insurance companies are often employed to decrease co—payment costs.

1 Some individuals are covered only by the public healthcare system, while some are
covered only by private insurance.

B Other (please specify): All individuals (or the majority) are covered by the public
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healthcare system, but private insurance companies are often employed to finance a better

or faster private in— or outpatient care for the patient

- BRRIRBROEIG TP 720,

A-1.3. Medical fees paid by patients (please specify if the system is more

complicated or has some exceptions):

[(i) clinic/ (ii) hospitall

O Employ a co—payment system, for which the payment rates is _ % for elderly and _ %

for all others
O Employ a deductible system, for which the amount is __ for elderly and __ for all others

B Are basically non—existent (free of charge)

Overview of drug pricing in your country

A-2.1. In your pricing system (Please specify if the system is more complicated

or has some exceptions),

[(i) Prescription only medicine/ (ii) Hospital only medicine/ (iii) Generics]

O Pharmaceutical companies set drug prices
A governmental organization sets most drug prices.

U Another third-party organization (please specify: ) sets drug prices.

- EEGMASITEECRY BRICRETE 20, EFNREERRITT —a v ROKEME TH
B EXIBIERE /2D, National Health Insurance Fund Association (OEP) %k v &V Mg
LD X O5RBT DAL & D,

U A7 HH A B =X (paybacks, financial or therapeutic risk-sharing) & UIZUIEH

WHi A,

A-2.1. Method of drug pricing

Please elaborate on the details of the drug pricing system in your country.

(e. g., How drug prices are determined, referencing countries---)
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[Prescription only medicine]/ [Hospital only medicine]

- EFMEREGOMBIT I — o v ROFEKME 8 2 72\, (France, Ireland, Germany, Spain,
Portugal, Italy, Greece, Poland, Check Republic, Slovenia, ‘Slovakia, Belgium, Austria,

one additional country).

© ATC4 DL IVZESEZRMEBEA STV D,

- PR ERES S RO S TEEBRMEARES LD, o, FWRRIIAILIZL VEAT S,

A DY RATEFAN=ALZEY, BPYEZBZL TRESNTZEDODLVELEZRZITS

(price-volume agreements) 72 & DAL H B,

A-2.3. Drug fees paid by patients (Please specify Iif the system Is more

complicated or has some exceptions)
[(i) Prescription only medicine/ (ii) Hospital only medicine/ (iii) Generics]

B Employ a special reimbursement rules for people with low income.
O Employ a deductible system for which the deductible is ___ for elderly and __ for all
others.

O Are free of charge

1) Fully reimbursed drugs (including cancer, diabetes, multiple sclerosis, depression
etc.): —/Xy 7 &7V HUF 300

2) Indication dependent drugs (treatment of almost 50 chronic conditions such as epilepsy,
asthma and rheumatoid arthritis): 90, 70%. AV MI 50%

3) Normative reimbursement: (including antibiotics, antidiabetics, antihypertensive
drugs, NSAIDS, etc.) 80%. 55% & B\ X 25%.

- 2007 X VRN T HBEIL BREICLEENEDOND L OITRol, (BHEREADEEII.
— A &H72Y HUF12, 000, BHEREBOHEIE—H H7 Y HUFE, 000).

- EEMERPEASNTNDOT, EEME L OZTEEABRLRD,

- WEAERMBICOWTILDRG ICE TN D720 B EARITRAE L2V,
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[B. HTA Organization]

B-1. When was the HTA organization or department established?
2004 4
B—2. Objective and history of the organization

-Please list the objectives and the background history for the establishment of the HTA

organization or department.

- EEOFRICHETAIERBREL VAR — N 27D 0OMN L5t T©h 5,

- Please describe the business content of your organization or the HTA
organization or department.

- EIESR L ERESRICET D ERENGRHMEZTT 5,

- National Insurance Fund *°Ministry of Health {Z%f L C HTA \ZE89 2B E 21T 9,
- EUnetHTA ~®O&N

B-3. The organization is

M Governmental department or agency for HTA

O Governmental department or agency for drug approval (e.g. FDA, EMEA)
O A national research institute

O Insurer

O Other (Please specify: )

B—-4. Budget

B-4.1. Annual budget

How much are the annual budgets for the entire HTA organization or department and for

the division of economic evaluation?
B-4.2. Funding sources
B The funding comes from the government and/or others?

Does funding come from pharmaceutical companies (or industry groups)?

- Do pharmaceutical companies pay for a review process?
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Staff

B-5.1. Number of staff

- How many people work for your HTA organization or department?

15 A (physicians, economists. engineer, statistician)

What percentage of the staff is administrative?

- IA

-How many people are involved in economic evaluation or health technology

assessment?

- 14 A

B~5.2. Breakdown of the non-administrative staff

- How many non—administrative staff members (e. g, health economists, biostatisticians,

epidemiologists, etc.) work for your HTA organization or department?

- 14
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[C. Method of economic evaluation/HTA]

C-1. Recommended methodology or guidelines for economic evaluation

- Hungarian pharmacoeconomic guidelines BNTEET S, (F) E[B|I=RiL 3. 7%,

Guideline recommendations

Guideline 1. description of healthcare interventions, patient
population and the health service needs should be

addressed in the analysis
Comparators: routine care

Guideline 2: analytic perspective

Primarily health care payer perspective

Guideline 3: type of economic evaluation

CMA, CEA, CUA . {CBA should not be used)

Guideline 4: measurement of health improvement —
denominator of the cost-effectiveness ratio

»  Should be appropriate for the selected condition, and include final
long-term] outcome {morbidity, mortaiity)

< Direct comparisons are preferred sgainst the indirect comparisons

e mvavsz T

Guideline recommendations

Guideline 5. measurement of costs: numerator of the cost-
effectiveness ratio

+  The perspective of costing should be the same as the sludy
perspective.

«  Cost analysis should consider only those cosis thal related fo
freatment (direct costs)

Guideline group € handling time in economic evaluation studies

The time horizon of a study should be Jong enough to cover all
significant clinical and cost conseguences that are directly
refated to the healthcare intervention.

Discount rate for costs and outcomes is 3.7% (SA: 2%; 5%)

@ \vyeEmMszl
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C-2.

Guideline recommendations

Guideline group 7: synthesis of health gains and cosls: presentation
of rasuits on final costeffectivenass

inoremental cost-effeciiveness and/or cost-utility ratio should be
reported separately and aggregated.

Guideline 8: examining robustness and generalisability of study resulis

«  Delerministic and probabilistic sensilivity analyses is also
recommended,

«  Subgroup analysis is reasonable i a definite group of patienis vary
in efficacy or cost-effectivensss.

«  Examination the internal and external validity of cost-effectiveness
analysis and clinical studies Is necessary

o EYEMESZ

S

Guideline recommendati

ons

Guideline 9; impact on healthcars, expenditures and squity

Budget impact analysis is required, 3- to 5-year period should be
discussed.

Guideline 10; Conclusions

Cost-effectiveness threshold: twofold and threefold of GDP per

capita {5.600.000 ~ 8.400.000 HUF / QALY ~ 19.000 —
28,400 EUR / QALY)

Guideline 11: Information on authors, sponsors, and competing
interests

Guideline 12: reporting template

Methods of economic evaluation or HTA

C-2.1. Time of evaluation
O Before the new drug approval (NDA)

O Between the NDA and reimbursement

B After it is marketed
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C—2.2. Healthcare technology targeted by the economic evaluation

“Are all technologies assessed by the economic evaluation?

- Yes

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

- Which technologies are targeted?

- EEdA
- EREES
- FEE

C-2.3. Evaluation process
C-2.3.1. Process

-Please explain the process of evaluation.
- BRIREY - BERITET U ADEY M

- FEFAY 7R R

-+ ICER (cost/QALY)

C FRADE

BRRETEh D,

EREGICONWTITRFTE DO F = v 7 U R SBFET D BN .

EFREEEIC OV TIX, MCDA(Multiple criteria decision analysis) &9 FEEIZ &
2AaT VT EBERL TS, Zhid,

- Health care priority

« Severity of disease

+ Equity

- Cost—effectiveness and quality of life

+ Budget impact

- Level and type of international and hungarian professional evidence
D6DDRALLMBRY | BFAMN 100 ROFHERETH D,
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i}{l“%&& MQ&?ES?&%?&%A DECISION AN SIS OF
M§§&&§§§V&§S§MP§GV§T%§§§%§C&VW¥§§
§%§M§Q§S§M§&TS§@E§%§ S IN HUNGARY?

fitem . Max score

1.1 Pubﬂc heauh programmes (children's health, canger, - 8
cardiovascular disease; mental health)

1.2 Palicy priorities {1elemedicine, teshnigues reduce 7
hospitatisation; mlnimal{non-invasWe technigues,
rehabifitation, prevention}

1.3 Total health gﬂm - 7

Acx&te mseasts with life threatening consequences 13-1%

Chronic disease with fife threatening consequences 10-12
Aduteé disease without life threatening consequentes 89

Chronic 8isease without life threatening consequence

on of Professional Collegn
5.2 tnternational experience 3
§.3 Level of sclentific evidence 4
Total health gain 100

& BYEMSZI Healthears and Miadic

C-2.3.2. Economic evaluation analysts

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

academic groups, etc.)

BUEREE PRS2,

C-2.3.3. Reviewers of the economic evaluation

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

organization, academic groups, etc.)

HTA ¥ ClL B a—d %,

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

research institutes)
- Are academic research groups involved in the evaluation process?
- If yes, how are they involved?
- How much academic research groups are involved in the

organization, not individual process?

THFI v I NTA—TFOIERIZRD,
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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?

TROBENSMNT AEEDO ok R 2 S,

C-2.4. Evaluation period

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

STA process timelines

»

1. day: receiving submission
¢ -3, day: responsible reviewers

¥

s -5 day: checking of submitted data and publications

s -8 day: request for substitution or clarification of
problems

¢ 9-40. day: consultation with applicant (if necessary)
» 40. day: draft report
» 43, day: final report

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 1is

cost—effective or not?

200-300% GDP/QALY 2MER S5, .
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C-4.

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.
70-80 pharmaceuticals/year
2-4 medical devices/year

60-80 medical devices intended for patient use

HTA LR — MIAFTR I TR0,
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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. )
EROTFEZRETL TV D,

D-2. Decision—making based on evaluation results

-Please describe the decision—making process as it employs the evaluation results.

Decision making process (normal procedure)

Law modification

ew therapeutioc “direet contral requi
indication) S

*\% EvEMEE
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VOTING MEMBERS:
1. Chairman of Technology

2. Head of Reimbursemeant
Depariment (NHIFA)

Department (NHIFA)

4. Head of General Funding
Department (NHIFA)

Prasidents Board

Presidency

& BYEMSZI

5. Head of Analysis, Medical
Professional and Professional
Controlling Department (NHIFA)

8. Hungarian Chamber of Pharmacists

. Medica! Professional Colleges

* Technology Assessment Committee

Assessmeant Commiltes (NHIFA)

3. Depuly MHead of Reimbursement

&. Medical Professional Colleges

ADVISORY MEMBERS:

1. Head of HTA Dapartment {(GYEMSZH
2. Hesd of Pharmaceutics and Medical
Device Department (Ministry of

Health)

3. Head of Social Expenditure
Department (Ministry of Finance)

of Health.

& BYEMSZI

| Wstional insttite for Qdolity o

.Registered dispense” Commitiee

Two attendees from the Ministry of Health,
one attendee from the Minisiry of Finance,
two attendees from the NHIFA,

two attendees from the GYEMSZI

make a reimbursement proposal for the Ministry

it Organitational Development i Healiheare and Medicines

- How are positive and negative evaluations handled? How do these results influence which

D-3. Positive/negative results of the evaluation
processes, and in what way?
D—-4. Feedback (in particular, negative

feedback) about your organization

from

citizens/patient groups
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-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.
-Please do the same for long-acting insulin (insulin glargin (®Lantus) 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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Completion guide: “Yes” answers indicate the correct methodology in the questionnaire. Not

every question will be relevant for all economic evaluations. If a “yes” answer cannot be

justified for a relevant question, the answer should be “no”.

provided in the fourth column. Sub-questions in brackets also prompt explanations.

Explanations should be

Question

Did the evaluation present a well defined

question?

Explanation

(If yes, please rephrase the

question.)

Did the evaluation give a comprehensive

description of the competing alternatives?

£ o L z = = L e —
Is the selection of the comparator justified,

considering the target indication, patient

S i -

(If yes, please name the

compared technologies.)

yes[ 1| nol ] | Utyes, please clarify all details.)
group, disease severity, therapeutic stage and
the requested reimbursement category?
Does' the economic evaluation adequately
cover the full spectrum of indication|yes[ ]| nol |

submitted in the reimbursement application?

Does the evaluation provide thorough

evidence that the analyzed health technology| yes[ 1| no[ 1

is effective?

Does the evaluation provide thorough

evidence that the comparator health|yes[ || nol ]

technology is effective?

Was the search strategy for evidence (If yes, please indicate the
supporting the effectiveness adequate and| yes[ ]| no[ ] |methodology of  literature

justifiable?

review.)
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Were the search strategy and origin of quality

of life or utility data presented?

yes[ ]

nol |

not

relevant

[ ]

Were the references for health benefits
indicated and attached (including data on
file)?

yes[ ]

nol[ 1]

If there is direct comparative trial, is the
economic evaluation based on its results? (i.e.
were results from direct comparison ignored
in favour indirect comparison because the

indirect comparions is more favorable?)

yes[ ]

nol ]

not

relevant

[ ]

Can we exclude that only favourable studies

for the new health technology were taken into

consideration?

yes[ ]

nol |

If indirect comparison was used, were the not
following assumptions of relative| yes[ ]| no[ 1| relevant
effectiveness calculation explained in detail? [ ]
In the studies used as basis of indirect comparison calculations...
Was the methodology of the literature review ot
to select the studies for the indirect
yes[ 1| nol[ 1| relevant
comparison justified? (.e. did they select
even the less favourable studies?) .
Was the indirect comparison based on not
comparative studies and did those studies|yes[ ]| no[ ]| relevant
include the same comparator? [ ]
(If not, please
justify why the
Was the design of the selected studies similar, not selected studies
including the primary and secondary|yes[ ]| nol ]| relevant |are acceptable
endpoints? [ 1 and indicate the

methodology of

adjustment.)
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(If not, please

justify why the

Was the time horizon of the studies
. . not selected studies
comparable? (i.e. did the assessment of the
. . . yes [ 1| nol | relevant |are acceptable
effectiveness — e.g. risk reduction — take place
. [ ] and indicate the
at the same time horizon?)
methodology of
adjustment.)
(If not, please
justify why the
Were the patient populations in the selected not selected studies
studies similar? (e.g. demographics, disease| yes[ ]| no[ ] | relevant |are acceptable
stage, and geographic location) [ ] and indicate the
methodology of
adjustment.)
. . not
Was the effectiveness measured in the same
. o . yes[ 1| nol 1| relevant
appropriate units in the selected studies? ]
Were the absolute risk reduction (ARR) and not
relative risk reduction (RRR) also presented | yes[ ]| no[ 1| relevant
in each of the selected studies? [ ]
(If not, please
justify why the
Were the comparator groups at similar risk in not selected studies
the selected studies? (.e.,, in the case of| yes[ ]| nol ]| relevant |[are acceptable
equivalent RRRs was ARR also the same?) [ ] and indicate the
methodology of
adjustment.)
Were all aspects of health benefit taken into .
no
consideration in the indirect comparison,
) ) ) yes[ 1| nol ]| relevant
including safety? (.e. not only favourable 0]

aspects)

Was every relevant and significant outcome

) ) (If not, please indicate the
and adverse event considered in the study|yes[ || nol |
) i justification)
when assessing health benefits?
Do clinical trial data support the superior not
efficacy or improved side effect profile of the| yes[ 1| nol 1| relevant
new  health technology versus the [ ]
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