D-5.

diagram if possible.

Positive/negative results of the evaluation
-How are positive and negative evaluations handled? How do these results influence which processes,

and in what way?

PR SRR LN RER L TEITO) L BARETH D, B LIALTADTHEE, M
DIREHEREFEE LTV, BEREZIT I,

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)?

BEFGER &P, RREEGEOEFICE L THE LIZAIT, WEETHFELZR,

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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7. RNILX—

[A. Healthcare system]

A-1.

Overview of the healthcare system in your country

A-1.1. Financial resources for public medical service coverage are based
m Primarily on social health insurance fees
O Primarily on taxes

1 On something else (please specify: )

SR A DIERREE 2450, T DOBRIREEN H Y | & ZITIMAT 50TBRNPTE 5,
1RREBEE IOV Tk, National Institute for Health and Disability Insurance(INAMI)
WEEZFF > TV D, REBREHISHENGIC L 2 AHEGEITI¥), GP flELH 523, FME~D
EROZDRME LRSI TH D,

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.

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

U Other (please specify: )

A-1.3. Medical fees paid by patients (please specify if the system is more complicated or has some
exceptions):

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 amountis __for elderly and __for all others

[ Are basically non-existent (free of charge)
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NRITBEITHIZL - T, BOABEENELD, AT 1 AEEH@BIZN 41 22—, £
FLLIEITH 14 =2 — 1) EEHFIEIAS 1 B 0.62 =— 1 (2018 BT,

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),

0 Pharmaceutical companies set drug prices (with or without regulations).

& A governmental organization sets most drug prices.

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

A-2.2. 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...)

The Ministry of Economic Affairs 238 3 — & v /SOEEMREOE DM O EFES & OFERHIE
EE2EE L2 b, ERELO ERMiEZRET 5, LRMHE IR E > 72#%IZ. Reimbursement
Committee (Commissie Tegemoetkoming Geneesmiddelen, CTG)HIERA 3 L 5@ L, the
Minister of Social Affairs (T2 %, (RERERIZEI T 2P EIL the Minister of Social Affairs
DT H 3, EREOFMEIL INAMI 234 LT 5,

EBEINAEE LT class 1 CBINAIE AMEDOH 3 1 D). class 2 GEIMBIE BHED 2V H D),
class 3 ((RFMFIZHE S 4L classl Db DITLFITH T2 o THIFRH 220\ A8 class2 D DI,
CTG DHTRFFINE> THEMT L Z RSN TN D,

A-2.3. Drug fees paid by patients (Please specify if the system is more complicated or has some
exceptions)

L) Employ a co-payment system for which the payment rate is __% for elderly and __% for all others.
O Employ a deductible system for which the deductible is__ for elderly and __for all others.

0 Are free of charge
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Kt L AEBRLERC L > TTFEO LI IZHHIT NS,

AT — {EEE
A 100% Amic b5 EES HUERFESLHB AR L)
B 75 or 85% 18R EEE RS OWARCLME ROEHR L)
C 50% FERZIZ 5 b OREIRIFEES PPL 72 &)
Cs 40% AVITNEYFTITF o Fle A I UK
Cx 20% BEATHE

[B. Organization]

B-1. When was the HTA organization or department established? (year)
B-2. -Please list the objectives and the background history for the establishment of the HTA organization or
department.

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

B-3. The organization is
O Part of the governmental organization
U A national institute
1 An agency
U An NPO

{1 Other (Please specify: )

BET BB & LTt

R National Institute for Health and Disability Insurance(INAMI)

HTA #£E5: Belgian Health Care Knowledge Centre (KCE)

2%, INAMITFERIE U THEBEN THRT 528, RBIIS U TKCE &b L GHEE
T>TND,

B-4. Budget
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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
-Does funding come from the government and/or others?
-Does funding come from pharmaceutical companies (or industry groups)?

-Do pharmaceutical companies pay for a review process?

B-5. Staff

B-5.1. Number of staff
‘How many people work for your HTA organization or department?
‘What percentage of the staff is administrative?

‘How many people are involved in economic evaluation or health technology assessment?

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?

[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?

HA RTANTKCEIC L VB SN TEY, TR URL XY AFARETH D,

https://kee.feov.be/publication/report/belgian-guidelines-for-economic-evaluations-and-b

udget-impact-analyses-second-edi

c-2. Methods of economic evaluation or HTA
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C-2.1. Time of evaluation
U Before the new drug approval (NDA)
B Between the NDA and when it is launched on the market  (INAMI)

Q) 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?

INAMI: class1(§ 72D BB L Y BELEREEFLT 2L ONHEEN S b OITERE
FERHET — 2 OREPLEHTH D,

KCE: ERMITEY Fo7T . INAMI D5 &7 b2 EEE OISOV CRFMRIE
b E O BRI 21T > T 2,

C-2.3. Evaluation process

C-2.3.1. Process

-Please explain the process of evaluation.

C-2.3.2. Economic evaluation analysts

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

groups, etc.)
INAMI ([Z82H A T — Z ITENTMETT 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.)
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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?

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?

C-2.4. Evaluation period

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

The Ministry of Economic Affairs (D HEIZ 90 B, £ D% 90 A T(&F 180 HLIP) the

Minister of Social Affairs 2MEBRIZET 2WREETT .
B AET 2E, TNFN 0 BT OZO T m X2 HMisE5 LB TE D,

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?
AR BEIIELE LV, US$ 40,000/QALY iZ LIZ LIE LR E L TR D,
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.

Classl I 4T 2EEMI, TROEY TH D,
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2008 2009 2010 2011 2012

Classe 1 8 39 41 49 28

[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, etc.)

« INAMI T, lERECERRERGHOREOHRIITHER LTV,
- KCE OfEEIZ, BB BRREICITHER D020,

D-3. Decision-making based on evaluation results
-Please describe the decision-making process as it employs the evaluation results, including a flow

diagram if possible.

D-4. Positive/negative results of the evaluation
-How are positive and negative evaluations handled? How do these results influence which processes,

and in what way?

- INAMI TEHXNRIPEN & HE S5 & RBER SRV ORRAITEA, B ILME
ZZVRIC L DMt E] & TIFRPEEGREAOHIRFIZERN S LTV D,

IFAES

(a) HIBEDIGEHE TH D Abraxane [T{RRER SR>z

(b) FFARMARZERE TSR S5 Xarelto DIEIEREIZ L - T & FIF bz,

(0) CHRIFFRIGHRIR Victrelis I3, genotype 1 D CHRIFHR T, /A v ¥ —Txzara bl
RE Y UPFREEE L BICAWS, IREREOH 2REETREBEICOMEAZHIBEL TV D,

D-5. 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)?
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D-6.

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.)

79



8. FAILSUK

The National Center for Pharmacoeconomics (NCPE)

€1=103 M (AA&EITIC L5 2012 4E 11 A O EIE B E ML)

[A. Healthcare system]

A-1.

Overview of the healthcare system in your country

A-1.1, Financial resources for public medical service coverage are based
U Primarily on social health insurance fees
B Primarily on taxes

U On something else (please specify: )

- MRS ECHETTDS, HERROFET 2, ZOmE TERMEOKN 80%. %V 10%
DEFECAH, K 10%1REBERTH D,
- Health Service Executive (HSE) &\ 9 BE—D Agency 728 EBRAAE 21T 5,
- Total Health Expenditure (THE)IZ#) 134 {§x—n, 9 LEHIEH|T 19 B2 —no,
A-1.2. What is the role of private insurance companies?
Q All individuals (or the majority) are covered by public healthcare system and few people use private
insurance.
B All individuals (or the majority) are covered by the public healthcare system, but private insurance
companies are often employed to decrease co-payment costs.
0 Some individuals are covered only by the public healthcare system, while some are covered only by

private insurance.

U Other (please specify: )

ERMRRIIR 40% D A2 3F B LT 5,
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A-2,

A-1.3. Medical fees paid by patients (please specify if the system is more complicated or has some
exceptions):

B 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 amountis __ for elderly and __ for all others

U Are basically non-existent (free of charge)

- BEAHEIZ GPLE®RY 50~60 = —r, JFEEITHEIMRS HITER, BESREREICTE
1E®H= VK 100 2—m 395,
- PR TOABRROBCEEII 1 BHey 76 22—, ERA 750 2 —n
- {KFTEE 121 General Medical Services (GMS) & FEEN A HIEMN H Y . Medical card 73
bhxdE ARk bIZER L 2D, ADDK 40%033%% 3 5 RELHORD 30%0 5
BEAN U 72), BIMEN 70 FLL LT 700 = — m AE(E A4, 66 BELUT T 184 =— m/fE (LA )
BRERMHIZEVERD,
< FE 7 ERICEY LI WEFTEO A 41X GP :*A%-*frﬁﬁ’é*ﬂrblté GP visit card o2 &
MTEBD, LML 66 RUTOHEEHA T 276 =—172 Y 50%I13 & Medical card & 0 Z¥EA
ORSIAN

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),

) Pharmaceutical companies set drug prices (with or without regulations).

U A governmental organization sets most drug prices.

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

HSE 13 Irish Pharmaceutical Healthcare Association(IPHA) & [ J##% 5 5RO fifi b5 1 (0
FEARNC DWW TIHEEFEA TS,

A-2.2. 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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EU A CTEIINTZ 9 VEOEHMERLF— Fow—0 TI50A, R4V, 54,
AL AFV R, T4 TR, A=A NI ICESL, MRIZBEREINS,

A-2.3. Drug fees paid by patients (Please specify if the system is more complicated or has some
exceptions)

U Employ a co-payment system for which the payment rate is __% for elderly and __% for all others.
B Employ a deductible system for which the deductible is __ for elderly and __ for all others.

Q) Are free of charge

- BEAEFAIY 132 =—nr, GP visit card DXEE L XA 9 0. Medical card DXF£E L 1
WIFEH7= 50 b, ERED 10 2—n,
- Long Term Illness Scheme DO x&RE B (15 HA, FERIF-OMAIR 78 ENVFAL T3 EE

[B. Organization]

B-1. When was the HTA organization or department established? (year)

1998 £RIZFR AL

B-2. -Please list the objectives and the background history for the establishment of the HTA organization or
department.

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

HARAETH 2 VWX TR O ESR M ORFM 21T 2.

B-3. The organization is
Q) Part of the governmental organization
B A national institute
O An agency
4 An NPO

(1 Other (Please specify: )
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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?
60 F>r—n

B-4.2. Funding sources
-Does funding come from the government and/or others?
-Does funding come from pharmaceutical companies (or industry groups)?

-Do pharmaceutical companies pay for a review process?

MIEIIBF Ch b, 7277 L, BEAEIT 2012FE00 1 L E2—H72Y 5,000 2—1z % HSE
TS Z Lo T,

B-5. Staff
B-5.1. Number of staff
-How many people work for your HTA organization or department?

‘What percentage of the staff is administrative?

‘How many people are involved in economic evaluation or health technology assessment?
12 NCGEAIET, ERREFMOFEMR, MK L)
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?

[C. Method of economic evaluation/HTA]
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c-2.

Recommended methodology or guidelines for economic evaluation

-Does your organization have a recommended methodology or guidelines for economic evaluation?

JFHIE LT QALY #AV25, B RIIEAZDRE L HIT 4%, D ORAITAMER & &
(HSE) O 72 &,

http://www.hiqa.ie/system/files/ HTA_Economic_Guidelines_2010.pdf

Methods of economic evaluation or HTA

Cc-2.1. Time of evaluation
U Before the new drug approval (NDA)
B Between the NDA and when it is launched on the market

(1 After it is marketed

B REANCTIRE O EELOERBITFMELTO 2 &b b D,

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?

PNEERORMBL 2D TN TOERR, 272 UFRRAEERIIXNEITH S,

C-2.3. Evaluation process

C-2.3.1. Process

-Please explain the process of evaluation.

T NTOEERNIIE S (rapid review assessment) %= 1T 5%, £ 60%1L = DB
P CHESERE R 23 E 528, budget impact B RE V., EFARNDRIGRENH 5. BFE
T —E WAR+SEDFED O 40%1Z full pharmacoeconomics assessment DXFE: & 72
Do T D OHELERERIZ HSE ITEEE L, SRR EBEREIX HSE 2875,
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C-2.3.2. Economic evaluation analysts
‘Who performs the economic evaluations? (e.g., manufacturers, third-parties, academic

groups, etc.)
BENSH LT —Z 28T 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.)

NCPE Tl Ea—%1TH, T VORBHERIND DT, KBTS U TRESHT
BErFERTLIZEbH 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?
MBS UTOMBEMZEOH I H 155,
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?

Evaluation period

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

855 535 2~4 #[E, Full pharmacoecnomic evaluation 13 90 H LI,

85



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?

45,000 = — 2 /QALY T D Z L3 IPHA OB EICHREN TV 5,

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.

REEE LK 35 fh B, 551 & full pharmacoeconomic evaluation D#ERIZLL T D web ¥
A4 MzaBEhTnb,

http://www.ncpe.ie/pharmacoeconomic-evaluations/

[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 resuits? (e.g., mandatory, optional, etc.)

- ARBBEREO TR (iR 2Z¥, risk sharing scheme %)

- B EE OFIBRIZIT > T e

D-3. Decision-making based on evaluation results
-Please describe the decision-making process as it employs the evaluation results, including a flow

diagram if possible.

D-4. Positive/negative results of the evaluation

-How are positive and negative evaluations handled? How do these results influence which processes,
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D-5.

D-6.

and in what way?

- positive RFERS LT, EEIND,
- negative 2fERDOH A, HSE IT X A it 2240 risk sharing scheme, HAEHINTITEED
ELEEND,

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)?

BEEFOY AT L THLDORRELH D, flxIErEEEOREECHEA LY AvT
DAL, SHTHERIZE147,809/QALY L BAMDENR L RN E VI ERTH o2, BEH
o 2 AT 4 T HE DRI & 0 BIarc 8 S i, 7277 UGB IR 10 20%13 £ < 72

277,

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)).

« A=TF =T OSHTRERIZE57,280/QALY LT L HERARIEN L B0 7o, EHHY
RIBEETHIZLEBHEL T, EEEZEZELTHLIWVEHET L,

(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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