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1. 277 - EAEfE R R E - MEVE AR ZEmE R0~ JMTEEE AR
&R

2.0577 ¢ B (EFE TR (HAS)

CSWRE T - AR EREE R (&8 HAS » 83 French National
Authority for Health) Ry—MBIrAVIEBUMIARE - BAMGHE THE - BFFR R
e - HAS BABUR#TAEEIRT - 2RIEREIRIBIRE - HHoTiEs - BEEEEE
HE SR KBRS A VIR Bl A AF -

(H) Erafsc =

1. EH20254F#E » B (BRERHREEERL) (Regulation (EU) 2021/2282) #f457
FEELE i - $H¥ RSBl S IR M A A T &R (Joint Clinical
Assessment, JCA), HlIfE - DR ESEIRME —20M: ~ hZRAHT R BT - HAS
T I 3 R R A% O 6 > B EUne tHTA2 1B EE FBEAR B IHE(EECE HTA #
TZEGRITR - 28HIE 6T R RBIEFE4ER] - HAS FEMmHES) JCA J7AfRdE
b FRRIE = b B A G EL SR ATy > [FIHF SR i SR st - Bl ST
SEHLEEIEHIE] o BN > HAS ZNE B SRR G ELAR A HTA A2 » K JCA
Ghiaman A FIEEEE - W0 PR AR AR M SRS HY B £ - R HATEX
N HTA HlfE 2 & PR EABCR 22 T - RETRFEHELAR] HAS 2 &1F » Bl
EXSE HTA AHRRHI B, -

2. REFy HAS B RELGOMEY 5 % & & Ffpak - 1 HAS EHEHR Prof. Lionel
Collet ¥REFERMEVFRSEIE - RARETTREFLAESEm ~ B S B (R RE
BRI 55 (Health Technology Assessment, HTA) - EEMHAE

(Real-World Evidence, RWE) ZeHfEHEEIRMELE > WL T E&IEE
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= SEBEBEETRAR
(—) TEEEF A= 80 (BMG)
1. HEH : 202582H10H
2. PERFE BB BURER R Ms. Birte Langbein
3. PR R EES (Bundesministerium fir Gesundheit, BMG) E%
I 1961 AR 0 RfEER S BEON A A BORAVEESE B TE - 1R
ERESHEAS A E EHEE A - BIC B BB EEIRER RS 2 » HRATA
ARAAEFEEEREFRY - A THEERRFSmENZ S » #E)
B ERALAT R AR T - W B S AR EUG TS R & 1F - FEE A IR 4= Pk
BESHEAREABHEHEENEHE - ORI L EFES -
4. R ERE— * REIBRENIREE AN S
s - B BMG #RF9EE Mr. Joachim Miller
(D) TER B REHE 2N © R S IE A BT & ORI HS 21
> A 16(ERH T » 44 N4 58,4508 - BIR TEHENOTE R » HeEs
1 IEY13% - FEEIR9.OEE 2T » 3.6 XA BE2 AT 0 1,870 Bl
47. TEFRIAR
> TR H A4, 980fEECT © A$95,699 BXOT 0 &5 GDP HY 12.6% (2022
) e
> BEIEEE (integrated care) * FEfREY > FIR2 B Bs I o oY R & HD
M JRAI EB B2 ARIME - Bl AAREFEN T A DU EtrI2 ik
HEEARNAE EF IR b B e S 1% -
() 1R (R R Bt + VA E (B Or b BELRL N (R b B
> R R RE ARSI B REGATAEAC - B & 18834 iR frlm -
18844E B e ~ 1889 Irbi ~ 192758 FE (R ) 19954F R HA IF &
g - E5EHELIS0ENRESE (WEL) -
> BEFE A4S (BMG) BFMEFRAFRAZ - I HFFFIREEM - fER - B
&% 45 (Federal Agency of Social Security) ¥PATEERRigE
SETEE - SFAEFEMTELER  BEEEALY SHI RSN BEIE
EFAHAR - WAREES AT o REIHAS(ERRFLAIFARAY SHI BepaH4s -
s S RE LR R B IR M B S E TR AN - B AEZAE
(G-BA) RIEFEEST HERMFEE 78T
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1~ fEE G RIS BRI © BIG i)

> R OREEHIEE © oy R e fRI® (Statutory Health Insurance,
SHI) FIFAAfEEE{RE (Private Health Insurance, PHI) Wifdé - HEQ
SHI BOSEERAE > BE 72BN AL « FrE NEBAEER - UL
MEFAEEFIE (income threshold) & ~ 24 Rl ARYF2ZRIBCHBZE
sEHIIIA SHI WA SRYEAEF MG - BEFEE2 0B A BRIAEREIA
PHT (42 ) -

Employees and pensioners with an Employees and pensioners with an

income income of

lower than 6,150 Euro per month, more than 6,150 Euro per month,

students & additional insured* self-employed persons & civil servants

compulsory choice choice

membership

in the statutory health insurance (SHI)

(approx. 74.5 million insured )

*Exemption from contributions for children and spouses without own income.
Since 2009, everyone has to be insured in Germany ( mandatory health

&2 ~ (R R PRbR I (R © BMG %)
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> SHI & BU L
CEeAE (JE3) - EERFBUSIRHE) - BT 0 BB N
& R ENE A EIER (basic contribution-rate) Ay14.6%
(BEFRETEEE—F) 540 & SHI Eet &R E Kk
fRi5E (additional contribution) % SHI E<BATERA[E » 20254
TR ORPRE 492, 9% -

Supplementary
Statutory health insurance funds contributions

HIF levy varying

additional
Risk-based allocations contributions if
expenditure exceeds
allocations from the
Health Fund. Average

rate in 2025 2.9%
(1.45% employers 1.45 %SHI
member)

Income-dependent Income-dependent
contributions 7.3% contributions 7.3%
Tax subsidy

&3 ~ SHI & A RE R (BRI © BMG i)

-7 20234F SHI A48 492, 890(EER T » (FPeiesg - g5 (P
Fe I i Gat & G S HRAT TRE -
7yEYE (copayment ) : FEEEBEWRAR S & AN 77 &4 - (ERERRBE Y
lEIF/\?%EE'EHIO@JE RS8R o BERIER DT - 1E1E - YA
FESCRGEHEE 7 W AFTE109EH (HARSEUT > fem 0BT ) » H
t90%H SHI Fx:451F - P2 KA B Eh o el oy &% - HhAh » SHERE
B R EFENENEATETAE LR (RS BUIARLS) - IS
st 0 Bl EdELY S SHI 4EE R S HHAY2% -
(3) RIFE A 1 s A LR (B S HH g DAy B PR A
> BNBREERS - BIRTTEFEAGRE » (EF20245 548 (BEhiE
WHEEZE)  (Hospital Care Improvement Act, KHVVG) @ H202541H
R E 0 TEANTES
- HEEDETGE RS IR SRR B AR o DR I E E
2 (flat-rate payments) %R ELEE M ZHALELGHFRE -
- B B AR B I A AN [ AR S EE4H (service-groups ) ©
- B e R LA - R ARBURMZ IEE RN - SR et
BEARTES » (RSN NS vl [FIF R AL T2 S IR A -

10

4

)

{1}



> P28 FTJ7H - 2025F BBt EIHUHF 225 (GPs) THE LR - 78
HRF RS RL BB % R DB -

> 2025 FEEE Tt EETIE - HEENESREAL -

> 20252 H 23 HIEERFER 1T FOsR e 38 28 - — B oREETE 20244 TRV
ATRE S N — @ BUR BT R L - BB RORE AT 145 R (R B O By
PREL R ORELR IR ORI IR E s -

5. WREE * BB EEE N R EBUR
sE TS ORI TR S L fEFZ 5 & Dr. Hanna Brithl
(DEEMEEM © 8 biigtéats - Wgg (HHEEm) DIEERmEE

> HTEE LTt o EEMRE LR (GKV-Spitzenverband ) BIET45(T o AN I
REEFHEREES (Over-the-counter drugs, OTC) FIAETEHUEESEST, » [
JEEFRAZES (G-BA) [N -

> HAEEmLPHERE (WE4)

g i BONEESE S (BMA) 24 itk - EEgETTET(E -
Fi%6E BN ¢ G-BA EEITEERML SE(E (Health Technology
Assessment, HTA) » CLHECHTEERR BEA 22 mAY R R s -
J:Fﬁ?ﬁmﬁﬁlﬂﬁ : GKV-Spitzenverband fRIE G-BA AYRR{h4S S E1EE

EITRERR -

Nutzenbasierte Preisbildung von Patentarzneimitteln

A
3V,
= = Gemeinsamer
‘™ Bundesausschuss
Spitzenverband
EUROPEAN MEDICINES AGENCY

Nutzenbewertung

-

Verhandlung des
Erstattungsbetrages
zwischen Hersteller und
GKV-SV

ulassung &
Markteinfiihrung

+ Klinisches HTA
+ Dauer 6 Monate

+ Basierend auf Ergebnissen
der Nutzenbewertung

+ Dauer 6 Monate

+ Erstattungsfahigkeit durch
Zulassung

« Hersteller bestimmen

Preis

Patienten erhalten Arzneimittel & Arzneimittel werden erstattet

B4 ~ BRI 2E S DI R R A E (8 (BRI © BMG fifiHh )

(2) B S R A PR B R AT R HE B

> SESLIEEEIHREL ¢ S50 SHI 38 T RSCHITHE - R I0F2K - B Y
JT 74% > Horh A S i R e (B 2 b 1 = ITTEOT) R 1Ay
EREPRIA > G0 2 i R 22 PRI 2 i o A Sy B Rl g 5 EL

Do B 5 S S Y EE SO% %xréﬁttﬁjﬁ ERRAE > REEERE (FH
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RSTENE ) » AR RIER RS S BN TR E » A aIa s Eks -
> ATHAHEED A EESHICE

* 20224F (GKV MA@ E/ A ) + BTEIEE BRI B S HAI A 8 L e

HAEAE © DCKV-Spitzenverband EiEERg 5 EHT - SEEEE LTI N

S%ZE12% ~ Qi B (E_EPREUHT HTA s s ilias 5 K BAIRES ~ O

SECTAIRFER > 18 LT TE B L2 E IR R EDHERK - 554 > 2

R EES (Orphan drugs) ARETR @RS RE - HETHLN LR

(3F-E@oT/ 1288 ) - ARBESEE LR FR TR -

- 20234F (EEGLLIERRIGE AR ) © BT ILEREE - STHHE
g o Soh BB L IH R ER L T DUAE T B 0 DU LR RE SRR - (8
A R 5 22 T A LIl R B R / WO RO S i = Y S AR S A B & - 598t
B R MRS E S LT TR > SR A AT 0 AT
Fr6(E H AIFEE HLRE -

F20244F (BEEFUAS) ¢ R iBIEE KRATHBT R SR > WIS E
HTEGIR MRS S TRE RS - HEE R B ARG - oI IR i e
(BSOS 2] -

B B

A E Fh B R RE ARSI (G5) HEEERF A4 S B a4 BUR
=&t Birte Langbein () HEER ~ AEAAOSE REREEE L T E B
A EEE R A PURE] R R Birte Langbein o
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i < |

> B ] - ghld
Hanna Brithl CAEA]L) BEEHETRE

I8 - &

Joachim Muller (£EA1) K Dr.

O 2BEERREREESHE (GKV-Spitzenverband )
1. HHA : 2025F2H10H T4

2. BEFFE © GKV-Spitzenverband BUA4HELE Mr. Julian Visarius & Mr. Martin
Roth

. PRRHRS T ¢ (ERIHY R BUEE I rbe 7 E (Gesetzliche Krankenkassen
Spitzenverband, GKV-Spitzenverband) @ F¢ILFA20084E7H » 48 EFAEFIHK -
e TR BDA TE (B B ORI A B PR 1y R R A AR - (R RIR ARRer H %
SR F R A EHEEE - BEHIEBRAHE - (R R RIERE TS
HIFE S DR s IR m B TS s - (F R BN AE R IR #8 A i =4
&% » GKV-Spitzenverband HYRKEBIERTAAE @FEIRMRES - HIARMEET
(240 7 FH I P (R R b <o B LT 7 S i - & FTA SHI iRk A -
SR PR (R

R EE— R RS AR
s - GKV-Spitzenverband BUAZHE & Mr. Martin Roth
(DAY G E R (rizAG % (Dual System)
> R AR RE (SHI) KA AfERE(REE (PHI) - Hr SHI HYEERIT
88% - {EEATE (R rbm S AL N R ORbR Y 72 51382 -
() 1A TE (R TRz feti
> 1E60FAL > FEBIREYA2, 0001E A [FEHIfE IREE @ BB —RYIHEZE S 4
IETTRAEHIOSME - R AlE 1996 A THY B SR » (E i prbz A T LLE H
B OR AL G o BEL (IR SIR RO SHIHEI YIRS - 1H 5% ] DUARIBFE fR A
FIFR SRR AL R IRIR S » 1R N AR FE R B AT R (PR AR e I (W& 4) -
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K2 ~ VA ERFE IR ML EFE IR 2= 5

. EEREREGREE (SHI) FAAfERE SRR (PHI)
Statutory Health Insurance | Private Health Insurance
e WAEFEEF N ZEE ~ | WWABEEEF A2
IR AR ECIE B+ 45 HEXR  OBESE
FRULAEER] (4914, 6%+IfF00 | ARIBFE ~ SN - PR
REETHE | &) HEXHE2EERES | BEEtE > 8173 (FER
S A1)
REEPRRER | FofS s 72 m] e & hifw I FER 2 7 Bt i
EERERENAARRRE (ekt | AEEEEZAYRE - AR
S B~ HRIRAE - (EBTEEE - | WERELZ - S80RE - #E5
TRE)  BEEFHERM AR A DB ATV R SR B
2~ (e R 4~ Ebe TS SORE
T, E%Eﬂ{%ﬁﬁﬁﬁliﬁ Fe BTSN - ARk A w4
(CEYSGHTIERD Fig)

Number of Health Insurance Funds

Mergers as an indicator for price competition

2.000 - 1815 1993: Association of regional health insurance funds
1996: Freedom of choice for insurees between statutory health
1.600 insurance funds
1.319
1200 1147 2009-2014: Price competition based on capitation
2015: Price competition based on
additional contributions
800 - l
420
400 ~
169 105 95
0 | | | | —
1970 1980 1990 2000 2010 2020 2024

B4 ~ FEEERESHVEETH S N2> (BRI © GKV-
Spitzenverband &)

> SHI = KJEH] :

- BI&EH AN (Solidarity) @ FrARIIRA

s AR - B A

R LFEEE S MU ER - EFEEE AR EEE BRI A > fERE(E
NFRES B E Y B R - 2t GRS B A T B e e
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I o

- B (TIEA] (Benefit-in-kind) @ 5 ABIPRER4S SHT £ > SHI Eix
BIESRAR IRt E (PR Rl ) 49 W AR B IRHE R B R iR
K (HI card)  NHE#ESRGREFRERES (FEE2EE) - H
SHI EeéafiaaBRssietts - G AENRBRAFEHEAS @ (A
ERPE

-BEJBFE A (Self- Governance ) * A 73 p Mt & H & (Joint Self
Governance ) Fft®&HJA (Social Self-Governance) Witd o HEFLIEE S
ZE8% (Joint Federal Committee > G-BA) FHE&F - B&fek SHI F:[H]
FIELATHEE - ETEREEF - HTA AR EED > Al E S -
Hrft GKV-Spitzenverband 1F G-BA #&{f- SHI 183 » 1F G-BA A5 E&ZE
FERVREZR - &8 SHI A&2ZBUMAREE - (B AR B FEIL > B
Wetrbm ATIE £ 8 TEH » A ESERE L CHITEEEE - AT
FHE (AE6) -

[ Patients/Insurees ]
8 membership individual
€ contribution service
' i ~\
SHI funds Carg prcn_nder§
(outpatient, inpatient)
G § contract
Spitzenverband € remuneration mn:fg;ag:g! § !m
BKIK iKK
enverbend ﬁ Enteidn.,

&5 ~ SHI tVEWsafrnEE (ERZEE @ GKV-Spitzenverband fH#H: )

@
2

elects and

supervises
e Gl LS councﬂ\ = decisions of essential relevance
£ I I (budget, fundamental political
§ ol o] EvAPIOyELS positions, membership)

(members elected for 6 years)

. . = SHI Funds as statutory bodies are
Social Elections legally supervised by government,

but they are organisationally and

financially independent
employees employers

[&6 ~ SHI Bytt& 2 atd (BRZEE © GKV-Spitzenverband f&# )
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> TR E R AR - SHI S8 A ELIRNRA% - 20235 2 F2, 886{REX
7T EESZHAEERCET (32.55%) > KZBFT28Emn (17.38%) %=
FPI2 IEE (16.33%) - FI28Ean AR 10K E M £ 74% > T (2024
- SHI HUESZHRAE 33, 000(8EIT < % SHI frEE AR > AR RS {E
PRSI ROk > &2 AREEE FE R
5y 0 ATECE G SHI #8552 HHAY4 . 1% (AniE7) -

Sectoral Expenditure for SHI Benefits
In € bn, 2023

Arzneimittel 50,17

Sonstiges 5,63 Development in the last ten

17.38 %

Bh ndlungspflege und Hausliche years:
nkenpflege 9,48

+ Priceincrease: 74 %
v g dR habilitatio
Hilfsmittel 11,17 * Increase in the number of
escriptions: 13.2%
Schwangerschaft/Mutterschaft™ HelitE2.0s B P
1,48 Zahnarztliche Behandlung
(ohne Zahnersatz) 13,59

Zahnersatz4,02
FriherkennungsmaBnahmen 2,84

Fahrkosten 8,71

Krankengeld 19,11

Dialyse 2,23
Schutzimpfungen 2,87

Net administrative costs:

4.1% of the total expenditure

&7 ~ SHI &332 (ER}EJE © GKV-Spitzenverband FH¥#;)

(3)GKV-Spi tzenverband HYFE EELH JGfH#E|
> GKV-Spitzenverband FHOSE (EEORE G FTAHEL - WOEETTHTA BUAE B

PRbE AR BIIEEE PRRE (1ong-term care insurance) MHEAIRE @ BIEETEE

(ERE ORI RS 2 i = 4H4% - HEEMEE A BDCRER - BRERE

AR RENEHE - (FERBEFR AT EASEATIRE (AES8)

DA R DAIS R E A -

RGN - IR BUN R RECR R e o AR SHI B9FES - WECRIA
NG EIEE MR B ATEE -

- fEE 24 © GKV-Spitzenverband EHFFIBIEGZ B8 (G-BA) HIRZ LR
GHERA SECFERE X - HE BB G-BARYE R E(E » GKV-Spitzenverban Bl
BRI BRI RILFEI R E BRSNS - (KIBREES T
R R B AR LR SR - MECR B RIS E AT o] R M -

- EZREEYELR © GKV-Spitzenverband AFRISMHEEIRE: S - AFEBIE

ESHN ST S S R R s fR R TiaR - BEEpaR(E - L HE M P
FIERERRESIEREY - Z RS EOREs S ] ERIRHE LR — 2
EGH e
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Law Parliament consults

Ordinances
Government level consults

National Association
of SHI Funds and concludes
contractual partners contracts
—

Individual contracts SHI Funds and « members
contractual partners negotiate

participates

+t 4+ + ¢

[&8 ~ GKV-Spitzenverband Ay (ERIFIE © GKV-Spitzenverband fH%H )

2. WREBE" (RS BER T
a7 - GKV-Spitzenverband BUA4HEE S Mr. Julian Visarius

(DEES A EmE R E e G B E - )8 F 84 113 (Managed
Entry Agreement, MEA) BU&A(HE » ¥régféts st rl{g » BN ATBEIL
Ba )7 -

(2) B2 (Generic drugs) &LFTASEmpE JTHISEYL - HESAFIm AAYVFEZ S
#Rm - HERERERZ BRI - A @EE (FEanitfE
JARAIIGEAZE ) (ALBWVG) 258 (Lt fEsES] M -

(3)Hr SR BB T R IR S TSRO BYE - RfEflpR » 2011 EHErT (4
FRSEARE) (AMNOG) » HE T HAE
> WEREE ~ SanE RS SELE -
> ST AHTEL me- toos & o
> BrEEDI s (Additional benefit) FE(H -

(4)AMNOG Jfif2 (BNEEAEEmaHdfiifz ) (AE9)
> bR6IEE A « RS VAL ANNOG 127 « B8 koA A

G ZE Y (G-BA) EABBEHRHGEHE (HTA) {75 IS
(Early Benefit assessment )’ JRERTSEFHEIN SZF AT IS -
> FHi%ETEIEA © GKV-Spitzenverband {k#8 G-BA AUEE(LE4EEE (E A
Waw ~ BEN G ~ VENGS ~ FOARAL - MM ~ B 0% ) FgE
WOETTHE - RHIZI6ME A o (i BB A AR G R E SRy - AIMRERE
BRI S EEE - ©E% - RE L 7E 2 e ERTEDiE -
> FEHBREBIZEISEH « —f%AER - ANOG JRAEE A1 2(H B N5ER - (HA05%
GKV-Spitzenverband FHZERgHEATEO(E HNERGEE - AT aE S AP E
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F2F » Hfh#ZE® (Arbitration board) FA3MEH ANIERGRAE -

Consultations & HTA > AMNOG G-BA

market entr i
y decision negotiations b Legally binding
. «Erstattungsbetrag” = award of »
MP without (appropriate amount of v Refund sum
Early additional refund) ;rE
Benefit benefit + x =
assessment criteria Gy
» Festbetrags- o

gruppe

Pricing process
GKV-SV - pU

MP non admissable to
Festbetragsgruppe, with or
without additiona benefit

Arbitration
board

confidential

&9 ~ AMNOG J7ifeE (ERIACE © GKV-Spitzenverband fHH )

3. SHEENI R 2 TRl
()SHI Hrk 2 TS B 2B (E#E (health promotion) AY#IEE » Rt AREEERE

e EHRARYERE - & EElie T n] BE 1 & (B AU T s i (R e
B3 BEGE N EFE T RARRE -

(2) F20204F#E » SHI 451 " ATBATLE TR AR, (DiGA) - B& 4w Fd
17 APP pa 545 A GEH - (B EH EAEE R R R NE: - NEERSE - alF
*ER A2 AEA B EERGES -

A/CE R Mr. Julian Visarius (FPfEZAE) K Mr.

Martin Roth (HhfEA ) BLEHE#ETT

\

s~ alE R iE R =R E RE R E S GRS
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S BERARERRFIEERE

1. Hif : 202592H10H T4

2. T ¢ (R OREUSIEAE IR E

3. ZMNE T H2024F12 523 H L - EOREUMFERFUE » B2 R Or 7]
ORI A - FFEMNIRESEIIENIIR - BUFERSNA BN E TIERRM: - 18
SNIRHARIN T /e B AL AL - BESMNIRTZERC & & A S SHIMneR - BETTHC M -
F2INE > WL LR ECRIEE DY - ARBREZHIEERERE
BRI A EH PR EAR > 2 B R (AR B IR R AU AE AR (A B HRE [ (AR
AEM 3R B R TR AT « e B R (AR AR 1R BRE
AEEBREEESA > SETRINECIERSE S wmARES -

)
AEIE R o

RE R ERREEC AR ~ Al A E s R B AR H# &
PN A e
| = g == TEAN

(M FEERBFHEE Prof. Dr. Andrew Ullmann REFHiEBEEEAE

1. HEA © 202582H11H B4
2. ¥ - EEElgEE A Prof. Dr. Andrew Ullmann
3. ZRNA

RRGHEZ 5= &3 & Prof. Dr. Andrew Ullmann AYERE% - fEAAME
ZITIEZ R FIEE R & RS BlE B s FAa N sl (B B S £ B AAF A8k
B > S A B s bR B TAOR o ShEE R R (AR R
{HEYREE N FFE % 2 Prof. Dr. Andrew Ullmann @ G255 S 0EVERKST -
Prof. Dr. Andrew Ullmann H 20174 EHE(EIERIF R AF RN - TR
RTERE G 2 REREIREZEE TFE » S8HIE A MEEECR - BIFRICENE
TP - A5t BREBREFR > il Prof. Dr. Andrew Ullmann &HIDUZRE =
VYR > 3RS Prof. Dr. Andrew Ullmann jA20244E11 H s SEHEE(RE > (@
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PRE tAE B2 AR BT B H B IEAE AN S (T I - IR B2 HRIE A
BT

Prof. Dr. Andrew Ullmann /3= » JEERIRIES(E AESZ £ R OREATRE
A BT8R H AiiE RS 80 A YR D ~ N8 b R B B S B Ay R -
HATC A B BRI - IR B ERIVAEE T © FRAh > ¥ COVID-19
RMITIRIVIERIETEE: - Fa (b LG E e SRS - BB I B A R B (L
bR > DIRFEARARAT A T AR PR -

FEENE > MRS AE T(E Ms. Bettina Blos] FE[ERHEIZEHE
Bl & K8 (Reichstag Building) o fEEIEIE REETY 18944 - BIFMiEE&
7 BB G PR o EEER Ry BV ELEGS - IEEZE BEEEAR” (Dem
Deutschen Volke) HYFHE » SRR TILE o 55 R FLREIHR 2 & FE a8 E K
#8XF > 1990FE 2N - FEAIDI S [HaE T R EBEAN R EBUE - EHRE
SIS A WS RS TR E R E S BRI RMEESE L — 251
W S - SESEN - (SRR & IR T2 H 23 H RERTV A%
—GTE - SEEREIIETE T TE - eI BT ARG R EN -
SIS N AT - =] EEE B A T IORER A aR LI H RS - BIPE
THRY AR R BB 4y - AT LAEE NI g N BRI « B T5
BEHRTA  tEEE T ARBEENE LUE, 698 -

Af.%EE{? E%LE (£1) HEE ST EEE 2 # S Prof. Dr. Andrew Ullmann (H)
WEIBRFERARSEERE (G1) HLEEE - AlEFehE P EEE & & Prof. Dr.

Andrew Ul Ilmann &82842 o
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ATCE Ry B R &5 & Prof. Dr. Andrew Ullmann #EfTACMR ~ B Ry E =€
RIEHFEE TAN ST HRY TR R RS > FAGE HYE5 AT T ks -

(h) e btiE (DKG)

1. HEA @ 202542H11H B4

2. BEE g HEE £ Dr. Gerald Gab

3. HEREHRSE Y - =%t (Deutsche Krankenhausgesellschaft, DKG) J%Ir
19495 » RFRIERIFA B e 2 B B R BR R SR AR IERR RO SR » Jy—TF
BRFANGES - B ERES  BEMSE - A8EH - B EE - mE8E
H R B FOARER S - M B A B AR RS S R e S EI R P A O R B
PR iR IS PR AYERRE » W1EE G-DRC Z4uE it e St B e 4 2 #i ] -

EE BB -

4. TR FEE— BRI B A
st * DKG 7% S e st & a5 A Mr. Michael Draheim
(DFN
> EHEGERE AT B BENIIER - A (RgsEEZEE) B -
NILERE » RELIEE1/3 - BEEZREE2010F1Y2,004%8 T 220234
1,874% » FFHIREAIHS0. 38 IR FFEE4T7. TEIR - BUN BRI BEFTR0f
Z 5 ) -
> g ER O LR EEVCAER: - BIFIR2IES BB - BN
fttt OECD BZ M = » EFem AN » B R EH S -
(2) B A
> BEEaEERA (WIMEEEFRRS - i) HBEFBUR AU E -
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HE R E MY S A KKK - (HR e E E il AR S -
> BherveEEE AR AE B fRb (SHI) ~ MA@ REE (PHI) KIS A
H &S JE -
(3) 1= DRG &
> RNEBUTEEk 2 DRG 43 L. (E10)

TEBRF AR - B g e A E R REE ST G (GKV-
Spitzenverband) ~ FAAfERE(RER4EE (PKV) HL[EETEm DRG HY3SHGET
HEEFEAER (federal base rate)e

TEFCBUN g - SR g A FE E R R R - AR
trbzfin G L EETE S FAAREN (state base rates) e

AERTBURT B AR ¢ FR I A B e Bl R B O b < 7y B E R R AR BETH R -

Federal level

- Associations of the
German !—Io_spltal statutory sickness funds
Association and private health insurances

\ DRG-catalogue (InEK)

regulations for the accounting
federal base rate

State level
State Hospital State Associations
Associations _>< S1E DpEE EiES %_ of the statutory and private
health insurances
Local level
! hospitals H budget negotiations |<—{ health insurances

E10 ~ REFEFELR > DRG 43 1. (BRI  DKG fEH)

> 1EHFlfEek - RS HRAZTHT (Institut fir das Entgeltsystem
im Krankenhaus, InEK) B DRG 7E HHBET M e I BRIy £ »
I [ S B B& Fre A& K2 GKV- Spitzenverband &5 » H T/E XTI iy
Eia
- IREET  HEEREER R RS S 0 feth DRG 0 HERE 7 5
FCHE 2 22t / P B o R AN~ R R B YA
- FEEEE  LEERBEERGT R E 2 BT FEEETES
DRG #EEE ~ NIECR RARSMIDETE T -
> DRG HYSTEAARF AT
- B FHAARK ¢ DL2025EE A - 51, 2384H A 8 DRG ~ 424H4EMEEE DRG »
TOTEAETE M @ (RERA2023F & RIEHEMEE - (8 DRG &g EHHEHERT
WEIYR AT (Cost Category Group) & ANFERA ~ MRHEA K
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st P s AR SR A TR g 2R A S Z A dul (Cost Center
Group) BRI > 40955 ~ JRRRE - 108 ~ PR - LEE - BUHER
222% (DIF: aG-DRG B BIANE 11 ) -

- 2Bt aG-DRG WYy UG UE & E2HT - BB - TG2ET ~ AR
(ANAFHe ~ HZERGEE ~ (AP RV ) ~ HBSIREE CEAR BT ~ 56
T i) -

B (A0E12) @ DRG Z B T IREEFR A AL REETE - DA X3HY
ZBI T IRERFURE R 5K ~ EIRERSURE 32K - (EBE KBRS KA HE AR
Jk o EBEREGE 2R AREE RS - BN IRERSRE Z RIREE EE - 55
(EZEEb - FARFPIEBER AT E o REEE AR -

Cost Category Group
Personnel Costs Material Costs Infrastructure
< Els |58 |8 B I3
33 2 2= A4l 2 =lE £S
P z@z%'g g1 8% 53| S%IF =5
0 g ln-—m.:e B L. UIE w = " = "ﬂ='uﬁ‘-'uw"
S2|8 2|18y BE 52| 5 F % 2 88| & Z|c e Yc = Y
@ | O g Q@Y o3 o 5| & — o I o 5 O S|® 35 3J© L I
39 |(gvolgig c2| 22| g| ed| 23| cAlge g 5§ E
ES|EE|ESg S| S8|E5| 5| €| EElE2gES &
PE|PE(R3E 28| 28|z g3| 23| 23| ERa
o S wsz:EE EEEE ® @ ® o "E“‘wB-‘-wB*-
aS|afasix 22| 2|22 22| 22| 22|l 0 Sa o £
Cost Center Group 1 2 3 4da 4b 5 6a 6b 6¢ 7 8
General Ward 1
Intensive Care Unit 2
Dialysis Department 3
Operating Room 4
Anesthesia 5|
Delivery Room 6
Cardiological Diagnostics /
Therapy 7
Endoscopic Diagnostics /
Therapy 8
Radiology 9
Laboratories 10
Diagnostic Areas 11
Therapeutic Procedures 12
Patient Admission 13
=] Narg \ y sl N . =55
11 ~ DRG Z A (L3 aG-DRG A5 (ERIZIR © DKG fE#H)
Operating cost financing
4,000 1
Revenue curve of a DRG
. . = First day with extra
First day with SRR y
- 3,000 4 X charge = 32
5 decline = 5 I
= 1
[ I
s I I e
-] 1 —_—
@ I 1
o 2,000 - e ey
S — [ !
E . __— Transfer I !
= _— 1 |
w — _ | 1
1,000 F— | 1
I |
: |
= gic I I
. Profit | , LOSs I criRaricy day
0000 ——r+—r—+F+—++—+——+—r—r———r—rr b
[} 5 10 15 20 25 30 35 40

B 12 ~ DRG 2252 (LA%E aG-DRG A& (BRZE © DKG fEH)
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> ¥{T DRG P EIEEAIHEEL © R EEREOE s AERERI AT &S DRG EFH (T
HEZEFIERR L TREW R - SRS EOR RS © 1o (mAD
i BE e AR B IR BN ~ AN E K - [£5E DRG WA FIREf A4 a2 -
AR H 2025 RS BG BE A SE AT N - (AR 2 —ROKEk % i KA B
T

(4)2018/2019 FEHIAHEIEZE

> NEBEFEE T4 A BRIk D - B R IIZR 2T - #EEt
EZE - H20204FF4G 0 (BT E FHTE DRG B fr o HizK -

> FHEETLI0EEOUT - R EharEEE -

(5) B[ Iz H A ZE Germany 's Hospital Care Improvement Act (KHVVG)

> TERDUREARH R TE - H2025F 1 H I HEE -

> iBFELL DRG 2 122018/201 9B #5 A ZE B i1% - 2020
L T PR o 2K o WA 20254E1 B 1 H AR 7o diatss - FHETAE3
IR 202758 B o B RHY B 2 R e A& 73 5 6 518 i 5 B 4H

(service groups) Wi H7rAlETH ®E— 2 e mE Ik F - Fialigs
A (REEHET ~ BIER (OATT > Bl - IREEIREIFEEE ) B0k - 65
{EARBSEFAH AV E 2 [EE PRIEEES - A i AR & g -

> BH2025FZ AR o2 B B S E O - 13RI DRG 29
ANSZATULA » TR B By T UR AT R EWCATR AR T » (&R
EHICE -

> rlEEE R EE LS -

Pflege

kosten
var. | aG-DRG Pflege !
sachkosten | (yerminderte Kosten) kosten | 100%
1 1
__________ R
S S — S — A
: l " Pflege |
SaclY:c;sten r-DRG | Vorhaltevergiitung kOStgen : 60%
I 1
By Vorhalte-BWR Pflege
BWR BWR
+ Zuschlage

[&13 ~ 2025-2027FFER R et e R B (CERIAIR - DKG i)
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R EEC - ERRERHY ML (Health Technology Assessment, HTA)
s - DKG J7AaHE - BREHBENREHRSEEEHE S Dr. PH Angela
Neumeyer-Gromen

(DHTA FEERAT A 8 s E AT

> fEEARY HTA 1% - FEESHENAERFERR (SHD) A4S T
H AR Cro B B R o B 8 - A ERRR SR ERe AL -

> FHMEEIE S VAR ERZE e S EEHE (RS EER - 18
PERRHEEE ) -

> fEE] HTA IRy 2 BB B E BB A& Z 29 (Gemeinsamer
Bundesausschuss, G-BA) K EEFRUERH TS BIRCEMZEAT (Institut fir
Qualitdt und Wirtschaftlichkeit im Gesundheitswesen, IQWiG) -

> HTA B AV AIFERS

-

223 ~ 12 HTA SH{E A

i THi [ == E-AA 5B
B‘zﬂgﬁ IR~ %4 TOWiG / G-BA ST SO AR B S
M) 5

NG
{RFE - BEEE)
WAEE (AR | BRIARSTE | MRS

HekEgm (MAER -
PEZIE ~ Gk

Q) FTAFEEEEEYITER R T4 A SHI iR
> HEEEIRER -
> ERREE - BAIAY  WAFRNEEZHEIS -
> B
> ETZ B Ll 0 BRI E RS Z B s
> BEETEZE R FFRETY -
> G-BA 5amiE M o
> fErAE EMER A AR E Y RERE
> W E A
(3)HTA &¥Ad B AL
> HEEE H ORMEEHE4ER - B IOVIG REE 2
> 1 G-BA &t (ZH IQWiG #h{T) -

G-BA REE ARG

G-BA A E Ry AT
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> HhorE bR R A bt (BHURRRH ) -

(4 PHEEH] © B G-BA € T EE YL (comparator) |
> i comparator SCERANE ¢ 1R A EEETIN(EE -
> (BN comparator @ A¥rIEEE  FEHECRIEE N E

> HA comparator

“7

2T

AVCE R EREN S T Dr. Gerald GaB BIEHEIEETAON - AlE AahE i ME

ON) BRERAE R ARG B AT g (KBV)

1.
2.
3.

HIH © 20252H11H M

g Y - EEHBEMSEE R Mr. Roland T1zhofer

tORA R o o B OFROOE E | ORI B BT ( Kassendrztliche
Bundesvereinigung, KBV) FiE A 193148170V & M B Ehf e (KVen ~
Kassendrztlichen Vereinigungen) » G 19534 RF I Mgl & & (E =0
ik KBV » A HER 2 BV T2 B AR K e i » W AAEREE AN R LA
BIERRFL sk A 4 - AHEN P ERBEEAT A S 2EBEE -

0

CORERE - FEEIPTRe (R IR A

W ZEY - EillEHBHMERE R Mr. Roland Ilzhofer
(1)EE IR (Statutory Health Insurance, SHI) VFFMEEE :
> dEffEnE
> TR AVERTR K (MBS E) 2O RRGT
> RE BRI EN—EERET UL
> (REDRIEULFE S (pay-as-you-go)
> JE BT
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> BBREFHCARE N EGEIRG

Q) EEREFERREAI e AT (JE14)
> (REEE M EAME AL (SGB V) 1206 » WECRATA A E B IRIEHIRL
BHAEFEETRE - BE HAKE NG 2 BRRE  SIRBEIES TS
& > I EEEFREEEAT,E (The Associations of Statutory Health
Insurance Physicians, ASHIPs) & EfERFTR2 88 HRAR Y m HUSPEEL i
= .
> WA E (e R IR bR B Al e
- AEREEIHm2E8 G-BA » FIHUIEEERIE L2t - B - WIRFEN
B TH H ELE S &R
BT E RS AL (BB - BFERET 0% - Wi E 5 R - HESET
e BLEE R R A e i e R -
- Tl E EEYIE JTHI AR # ©
BRI LE -
> BFEE R RSl
- EROEAERRE > WERSHEVA AT - BREARAIER © H24/NSEA
on call ARFS -
B EI g B EIRRRASH AL -
ETEE BEHEAE RS -
- WEEATE R - BERIEEE -

. create a
guarantee contracts with

. scale of
access to sickness funds control the

medical fees(EBM)‘ quality of
treatment  geyelop ~= treatment

- handle their administer
speci |ca'F|orls e i
for prescription :

accounting Physicians
Register
represent  contribute to
interests of Federal Joint
physicians Committee

A (GBa)

| |

major NASHIP and ASHIP functions
B 14 ~ A EIEFREEMME AR

27
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Q)EEHR T RNREIBIES - WERETEcH I T2EHE LR > &l
BT BB T TIHEE - HUMZERED (General Physician,
GP) K eRtESRTHYFIR2 ERA] » 3910092 - AFFRIREWER RN &
HEHEIIRE] -

]

Il

AZEIE 5 M. Roland 1lzhofer (452) BISSEMEFTRCT - A5 1E B350 Mr. Roland
Tzhoter (F2) RBHEECEERRSMEaN a2y s -

(O RERTBEZEE (G-BA)
5. H#A 202542 12H B
6. HERARE ) - PRI SR A& (Gemeinsamer Bundesausschuss, BEC44
The Federal Joint Committee > f5f@ G-BA) FRILFA20044F - EIEE A =HYEE
FEORIEA RN - AFHETS R 2B B F IR A BRI B R A AVECR -
HAREEET R AT - BFERGREE RS - HREFEERIEH
STECAIBEA - BB TR (O & S 8 B PR Ak s B S 46 (1 7H B RS
R E BT gy A T -
7. SR EE— - EEIREESIE - G-BA BV G EE BRI (SR )
EARES
S G-BA BEFEEKEELFE Dr. med. Matthias Perleth, MD, PHD, MPH
(D TER PrbafIE PR EEw T - FEAUAEEFERRE (SH) E&
> B CrBa ] - FEEILYT, 40085 A (88%) HY ALIH SHI &= » 498708 AH
PSRRI (PHI) 2 - R AT HHERE RS - A BEBEEAENM
B (FHraE60, 150810T ) » AIEERHUAE (Rl » 0% Px PHI -
> BRI BHEIE ¢ SHI 4a(foc % » sBnliTtes - WA AT B R R IR s
Rt s - BEOSHSGSE BB AN RRESE -
> SHI {R%& : MHEARACRE: - AR R REE - HREERRE R R
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SeiFEEEE A - HAT SHI AVEIER 14, 6%00 E492. SeHIMihnE - e+
e 84t E & o & [ A & Fr U HY #l 8 ik & & % (additional
contribution rates) K&ITHN.82%% 4. 56N » NILFEREFE -

> HEEPRER - (R RS Al S bt S W B &8 - fLERF (5
AT REE R ) Mk = ZOB R M EZRERET - B f 4% EI’\]@ZZFJ:
T+ DU BSIRE RN ERE -

(2)G-BA /Z IRV ESRERHRETAh fe BE A SRAZ RS
> {£7% © G-BA (KB EEItt & A I 1R (SGB V) #840 BAARATH 18945
AI7et - DHERBGE NS (AELS) « AR UBSERAR -

A G-BA AFEFE MR soaR )7 = AAN A Rbgda T - fagE
o 2l EFIRR BTNk - PIR2 A RHGEE - FI2 L 3aR - 2w
R E TS - HEI IV ERR RIEZRDE - LI - G-BA L 2EUHE
BRI (HTA) 4HARF I ATERARZ — -

> HEEH  G-BA RREFIRGIRMEEE - Bl SHI HY4KEJGEIRGAT4H
B BB AE (R IRbR B AT e (KBV) ~ EEE (R b T B 17
2 (KZBV) ~ fEEEEftlie (DKG) REBDEAERBEREE SRS (GKV-
Spitzenverband) > PARIFAAFRILESBRE

German Bundestag Law
Federal Ministry of Health* Regulation
FEDERAL JOINT COMMITTEE A irecfjves;

Self-governing partners
(KBV, KZBV, DKG, GKV-SV) Contracts (federal)

Self-governing partners (e.g. Association of
Statutory Health Insurance Physicians, state
federations of statutory health insurance providers) Contracts (state)

Association of Statutory Health
Insurance Physicians/ statutory
health insurance providers By-laws

* or other Ministry if applicable

Abbreviations: KBV = National Association of Statutory Health Insurance Physicians,
KZBV = National Association of Statutory Health Insurance Dentists, DKG = German Hospital Federation,
GKV-SV = National Association of Statutory Health Insurance Funds G-BA, November 2023

[El15 ~ fEEE R &% B 'R AR A CERACR © G-BA fli#k)

> U RSRAHGRATAHAL (IEI16) * G-BA HYRZC A TRAH A FE B R IR S H (it
%ﬁ% (DKG ~ KBV ~ KZBV) E.5% ~ {#kgfk4:{t3 (GKV-Spitzenverband )

s R BRI (Hp B E ) DURR AR - I

EE%H???B?%E%B (BMG) fOOAEEE - IR B TERE - [Hu2
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YIS EE - e NBRGHY B EM: -
Structure of the Plenum -
the core decision making body of the G-BA

3 impartial
members,
including
1 chair
5 representatives 5 care provider
from statutory representatives?
health insurance Plenum DKG, KBV, KZBV
providers
GKV-Spitzen-
verband
patient
representatives?
T T ™

9 subcommittees
Prepare decisions

[E 16 ~ G-BA #ZUoASRESEAVaER (ERIACE © G-BA fHH)

> BEFAE  (-BA SAVEFEZ AT  MERZIVEFEMNRERE > &

B HECEIR AR fa mfe 3% -

> RsRERE (AIE1LT)

B~ B HAR BB AHAR - MEBEAR - (EIREE A H G-BA 21
HEG o Blansa e b0y e E a1 A TS -

- G-BA 5%1%%%%% S EZ B RN WABZEAREE LI/ NI
sEAMNET BEAT AT HE TS (ARG TQWIG Fe /B A A%
IQTIG) »

- REE T EE&%@@E BRER  WAEREEHERHIE -
EREOIIR G AR AT (BMG) WESEATAM: - 405 BMG J9H Bt
INEE %ﬁ,ﬁeuﬁﬁﬁn@ﬁﬁi%

- G-BA HYRSREAAFRLIRTT » frbr AT ~ Bl - BAENIR N HE ST
i B E A AR BT - %E%%%ﬁ% » BE(E R ABTRLTRE 1 2 24F -

30
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Application -

Publication in Federal

lQTle =
Working group, external Consultation in sub- L ] A
commissioning committee ‘ Objection No objection
i Oral and / or written
IQWIG, e gt hearing procedure

Final consultation and
decision

Legal control by MoH

Introduction to the G-BA | @ 2025, Dr. Mstthias Perleth, MD, PhD, MPH

& 17 ~ G-BA AU TRAEHE (ERIARIE © G-BA fH%HR)

> BRI E (SRS IEATIARE

W2 BOARTEY (BERESM ) L G-BA BEEERE A TR SIAR

et - BRHIE R ERERRIGEMNEE - S E D aRE 7 AR

f 0 MEFE H S ATEAE o (EBEEPIRIPTR2 EiP VG T IR AR [ - £

BT AR T A TR AR i G- BA BAMERZ A - 4 T DA IRER 4

o EBEEFE T - N2 EREIEE (Diagnosis Related Groups,

DRG) (il » HBE G-BA M ARPERSZIGHRTE » B BITRAEZ

ER T2 T RO AR G R RG] -

Rl BRI E ¢ BEAE B Y R R AR H A o

JAIA] G-BA $2CFHEEEK  G-BA BEFHEIE L 7 ANVEE IR ISR » Wk

JEHE SN AL HE -

- IR TS R AR 4G (T - H G-BA JRORAESR ¢

@ A (Approval ) @ & HTA BHEEURA s ©

@ B{EEFfE (Suspension) © IEAEHEL THE AR SR -

@ EREER (Clinical trial) @ BURATREAMS IR » G-BA ME &%
KAETTHERE IR S (RCT) -

@ HEER (Exclusion) : MIRFEBRE N mREH GE M - HEE T
E o REBREAFREREEEFERS - BERVGHR - AATEg
SREFHE -

-HEFES (testing directive) @ {RIBEEIREEIRFEMETLEN - HEE

KR SR 2 8O R P i - (HE AW KRB T8

735 HIl G-BA S RIET B B 2 B B0 SRR P IR Es o DA20244F
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B AR o 1R MRS S SERBRIEEEST - 1
TEABRE TR < TSRS S BT AIE S -

Current status of testing directive (Jan. 2025)

2013 2014 2015 2016 2017 2018 2019 2020 2021 2022 2023 2024 2

applications 9 7 3 2 4 3 3 4 6 7 - 4 52
consultations 11 7 8 22 8 12 18 23 14 9 5 11 148
testing directives 3 3 3 2 2 2 1 9 1 5 4 2 37
trials started 0 0 0 0 0 0 0 4 2 7 1 5 19
trials completed - - - - - - - - - - - 1 1
trials cancelled - - 1- - 1
trials in preparation 5

currently 10 trials under way, 5 in preparation, 1 cancelled, 1 completed

[&18 ~ AT TEE ReASR BT (CERIZCR © G-BA M)

8. ATMERET ¢ g LRAR
AEE  G-BA L RIEEEARYT Justus Garve & Jan Remmels
(DAMNOG A2  ¥rEEr TOWiG #EfTzs a1 » G-BA REM I zs Y E(E
> @5 EAHE (Arzneimittel -Markt-Neuordnungsgesetz, AMNOG) H
0111 HIHAEAR - Fra#gE Bl e B m st (Early
Benefit assessment, EBA) » LhEGH&EEAREAROARMEEHEE - WARIEHE
fifas (additional benefit) #EFT4ELT - Bt S M &8 E K EIE %M
X e
> AMNOG #if2 (20 19) -
CHTEE EiR iR E HETE ARG -
AEHTEE FHRAVE1E3EH 0 G-BA TH IOWIG DAZERHE LAY ER PR
B R A - (RIS ~ e B SRR RS - SHI AVARE S ~ dn
"B ORI 7R K S [ [ AR TR -
- AEHEE E R4 6f[E H G-BA {RHR TQWIG HY R &5 5 SRV
CHTEE R EE TR 1208 H o GERg R GKV-Spi tzenverband & (i G-BA HIFE
&SR TR (E -
TS ETREE 132 15 H 0 A EER S GKV-Spi tzenverband BEHI L - Al
LIPS E (E R
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>

>

Testing and

Evaluation

Benefit Benefit
Assessment experts Assessment Cost / benefit
(Publication) (Decision) Arbitration evaluation

Discount

Manufacturer price :
(Freely defined) (on manufacturer price) (on manufacturer

—
applies
i retroactively
00000 OCOS

o
Market launch 3 months 6 months 12 months 15 months

[& 19 ~ AMNOG it (EHRIZRIE © G-BA ffi#H )

valid until completion of the
procedure

ff b © FrEgfEEE s E BRI SS e IR ENE SR -
" EPASHEIE ¢ BGE RGN - MERAE ~ IERAERERE  JR D RIE IR
FEEES -
FRE (E20) M ISEs R S ENR A o oA EREE - BEEA
MHER ~ 86 A ATEAE ~ SEHTITSEs  BEsE -
- GEEmiEE T ¢ BRI IR R - (BT E A E g I E M IR
YR - HTA i tasim 23 T\t & A~ E -
@ Proof : BAMHAM L& EMEE A RAYTsEfess - Al & miEE 1k
@ Indication : ZMRME —IHGERIEEESAVIITE - G RIEE T
HYZEIER S > QISR E M R -
@ Hint * gI5R{E —IEES SRR M o YT 78BS SR E TR R (Y 2875
bge - A EmiE e MR -

YN

S (EENEE) BVEEE R
BRI TRE R E AR EEENEF O] 0 AT e B ERRERF A EF of f-
label use°

o

- LU B
SR E AR, (USSR @ISR« S GTORNERD -
 SEHRERGIIET| -

- A DA REEY R AR TERES » BIa FimasE -
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> 011FEES8RIE - A YIS R AW I « 2800 /2 H W
ARG » R BIREEERER GKV-Spitzenverband #E{T{EFEEL
HIHEHYERE - B IHEEINGES » Rl GKV-Spitzenverband fEEAEBEH
5 g2 F A mEEEREREE -

The additional benefit of a medicinal product is a benefit that is quantitatively or

gualitatively greater than the benefit of the appropriate comparator therapy

1) Major additional benefit-—-—----—-—-—--
2) Considerahle additional benefit II 4) Non-quantifiable
3) Minor additional benefit---------------

5) No additional benefit

6) Lower henefit

[&20 ~ FISEAviZE CERACOR © G-BA i)

Q) ZERBERREEY) (Orphan Drugs ) SFA5 KRS G-BA $h(T

> SR R SR AL AP
TEZEY By FHAPS BE IS5 A -
AN - SR EED E R
BERHEIEE /N -
RN RSB~ BERE - ERIVERRE -
[ (4% BE (surrogate endpoints) e
R HAWT A -
WZE AR AT - P HEE RIARERY -

> EEEE - BUMEEmEH e (EMA) ERF R mm RT3 F%510,000

NHREHES N > RRHRIRM: TR0 P 3 R A AR S

A RED R R EE LI I IS TR MR EEN S E 5 -
WIS ZE R S5 Sy AR5 B EHE 53, 000 & BR THY A E I (turnover
limit) B0ZE RS iR R H - AR T B el (LE
21) - HATCHETT235IA% R & matd - H o 45THR 3 S aEE E P
T A TRLEY MRS - o E 6 BT IIsGEE - H R AE2%ER
BRI EE (major added benefit) e
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A LB BB EE RS Z B Dr. med. Matthias Perleth, Justus Garve &

Jan

Current status of orphan drug (re)assessements after
exceeding € 30 million turnover limit

e 28 active ingredients

e 45 valid resolutions

€ 30 million
turnover limit

Orphan Lregular”
assessment assessment

21 ~ 5 AARREE @ R R CERZIOR © G-BA R

Remmels St ~ /4GB RAaiENEEB a2 B &% -

OV IEREFRIRE B S g (KVNO)

1.
2.
3.

HEA © 2025422 H13H =4

PR BEEREIEREL MY % Dr. Karlheinz GroBgarten

PRRE R - IR FS RS EI B & & (Kassendrztliche Vereinigung
Nordrhein, KVNO) REBEETHZAEAN » BFRAERFEE - 4
P2 R RN E BB RS - DU OHEDERIRTS o HETREBRTTLLEDE
FERNAE 23,0004 » FERBILAREFLIOT0EER - HENZE SIS 4

Bl AE

. RREE— : IR EER Tk

5% " Mr. Karlheinz GroBgarten MD, MPH
() EREFI2EERE S R fadh (BF 2 INEak ) 24 - HEEMSEERY -
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4 ~ REEIPT2 BRI (IS E R

FANE Biks =
EBM ESHFE AL BRI s 2 4 — BBk TR
Punktwert AR E R E R CEHTFEEL) BhE

Gesamtvergiitung | —& A FTEERT ] /- BCHY4EEE STl AEE

MGV I R B T R R A A R

RLV ESHNAYE RS R EIR S s

o HRREREIVERIMET (/NG -

Ff ~ DEDERE)

Q) S (I FE 5 [ A F%Zﬂﬁﬁ&i“f‘iiﬁﬁ (RLV) ~ g8 EREHT(IHIE
ke U AN ERRICE ) BE
> sHEFPERRIE (0502 %Eﬁéﬁd\ﬁiﬂ%ﬁm JRE IR -
> fem AR E R RN B R o 5B AR (A R R, -
Q) BRI ATITE IR - KVNO IV HBABC E A R N FES TR > 40
> DU Rk DAY B A\ AT A - &5 & Bl T [ B @3 SA TeCM
THAGETAL T RE BB AT Z & - E B ARAREs AliES ~ B 1 -
> SHEEEATIE (M B AT EE (R 75% ) > o A% L PR S A il
(FFR5) -

725 ~ KVNO $H B Al e &y A S i
THH A
RISt hBhE2 i E ~ BB
FEMEH | A &SI —ELLAIE
BB A TmEE | & AR R - e A B
BREAEE LR | R EE ERCEE > W REE R
@B ERESTEE (DMP) ¢
> Fith
- EERE LA - BERESSRDARETE -
©OETR NERMEEER  WRHE A S RERERELE B
VR EPNEIRZS Sl v
> BT B A MR (FR6) -

$
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6 ~ J{T DMP 5 A Z 18 M A

EE WEFRIP ~ FLJ% ~ B ~ COPD ~ HEHiFZ
HY EEIE 2R -~ FURURRHETR - AERE

5. A ERT ¢ Bfu BRI R S AT HEES
i Mr. Thorsten Hagemann, MD
(D ERE L BERECRERR © EER T 19974FRY TSR s At | 1S
T W2004F BT EHEBN SR E -~ (e6K) ~ EFETEFDR -
RSB REE P 2024F 2 AEEHE RIS » KEEFELEE (cHR)
2025 AEHET TR opt-out il -
() EZE A& eHeal th 2 EAGHEMiRFERT K8 -

Z%7 ~ eHealth FETAE :
2 AT N EREALA L WAEEREREE | BARBEHEYEES

C RS - BRHHAS - Mg ES
- 2R E b - RS - WAEIRHE

7%8 ~ eHeal th &M HEEET (Acute Care Management ) :

JFEFH 248 TR ERREL
© AL g A - REEEEHN - HRERD
- (REEEEIR T - Wz IEREE L

- HBERE] -~ E2EH - GHEFT2 | - 11611 78RS - BEEH112
- EfFR b 2L

(3) BB (R R

> Praxis for Future 5t @ IRt 8ISV E T - WSS
FEEALR T 2 4 8

> SCIREANE A AL RN T 2B A f@EF B2 App -

> B2 24L& LTS ~ ZIEM 28 5 E){EOR2IRIE 247 - R
NG LI

> HEH) ePA (EBEFERFACHE) -

> Fr@EInRE DiGA (B (EEEM ) - M A BHE ~ THEY ~ B SFACHA B
1T RHHEh -

gy
i={i13
©

BT
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lﬁ'& SIS 3 D B B B T EET = BE B IR R REE
Emlst &2 P97 Mr. Karlheinz GroBgarten (2’57) =

=

/e By Mr. Thorsten Hagemann (/53) [AI5HE/ 44 Praxis for Future 5156 > AlE
BEHEFY Praxis for Future sfEEREEEY S -

R ARRERRGES (PKV)
1. HEF 114525 13H
2. PERFE ¢ PRl aha AN Mr Jakob Ehrenfried
3. H&RARE T - A AEFREYEEe (Private Krankenversicherung, PKV) FRIZHA
19484 » REETERQ2ZANEFEIRR AT (ZHiEEEE 3R %A BaFin
A FHRSEEED THEB G TR - R R (R R - 4
SRR (R ORE IR R ) AFIEEGHZ o [FIFF - PKV th2BEE A
e ARRA AR ARY LIS OERG AR 22 DL BR SR ARIE L » 28
PO ECRHIE ~ et - HEATY - BB L mEirEE + Rl
BEHZ B REEEITIEE
4. SR ERE— : FEER SRR (PHI) I
sy ERTARSEFT 4 Mr Constantin Wilde
(4 RN PRl Rr ({34
> FACRERFPE(STER] A ILY11%  ([HEREE 5%, EBEREE A E S -
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> RAREEFTRS ~ R > 4800

AT S A S EE B -

> IRFERIEFEA I RAVRBENE - (B8 5 S IEE 5 -

> S E R (R EY LN OB (TRERES] ~ RS ) -
O) PRE I E IR E M -

> JEBgEEE ¢ E AR (Rl - (@) B RE -

> HNEmfe h - @ T 2FEEHE ) fRERRZH -

> (REFHRAR  BRAl - STER - KilTEEE -
(6) FLA LRSS (I Gebithrenordnung (WA

> N3 B EXEE R (R fE%) .3

> FEOEAT R TRt
> &SR : GOA (B6M) ~ GOZ (A8 ) ~ GOP CLLEHAM)
(NEERERFERE (SHLD) RAAfEERRE (PHI) ZZREEEEERI -

BEE3.5) e

R~ thpREAE M frbe (SHID) RARAA(#ERECRRE (PHI)

e EEREREOREE (SHI) FAAGEREGRER (PHI)
Statutory Health Insurance | Private Health Insurance
EERAL | AN (R E S ) t& /N E] (% BaFin BiE)
FrEsmERBBEME 2R |- WASKRPIES (B84
RIEHR | &~ HES BAR B4 BEEE -
BRIRAEE)
HeidlE (Pay-as-you- EAGEET (Capital
g0) Cover)
MR | - DUME AU AL T R ORE CRME A E R (RS~ &
- BEHISL )~ Rkt R RS
- RRRAGR
TR E HEI &4y
GOTANE | (EEAORIE - SREREARE: ) | (PRIEFREE - frbg )75 0]
TR0
B~ EBMn‘ BE(EFE) - ?Eiﬁi%‘“jﬁ%u GOA / GOZ Llﬁc%ﬁ%%
(BEbeprEZEREFTO | O ASEMNFIREHER
BRI | RIREETE BRI
- TRTER B o SEEEE )\1 bR TR B A
T
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5. RMmERET - BRI TR ERAA SRR
s PIR2EPIE5 AR Mr. Jakob Ehrenfried
(D) 1R (EFEAS AR B B 7R K
TER B IRHS A IS PR B R - 5 0 AOZAL - (EREuES ~ AT
FRERELREA ET SR o RyRERTPER - FAAPRER A SR FHE TAERECL
BN
> R EREREE ¢ R - FI2AL - s R RS -
> FEEERERA B ¢ ¢ DRG (ELZEAAT) 8 B BRI AERE -
() P8R R B s A4S iR 10 -

%10 ~ fEE R (RIS S
JaAd stiH
- 2EEKITT00FE B - WO PREFAGRIFA -
- (ER R ~ B CEERRRE - R BFBUT

|

NAEED

n
)
UL A
H AT
. R
RS AR (BT - B - O - BRI
(i e R

BiE%  BHEMA

AENIRY | ERAREA > AR - Rl

FEAEbiE - Frilée T HEFiod— S8Rt o (2%
PEEL2 TR ~ TRTTHRCR

H P92 il

ACE Ry O E R SRS R IR A BRI - 5 Rl B R A (R R SR A

= AE
Hoxr°
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(M EREEEH S
1. HEA © 202582H13H T4
2. R BD AEIEONEZSE 5 48E: Henrique Lessa
3. AR EM - A AR A A8 -TEET S =

S BD A EIEUNEFET S A ALE Mr. Kristian Michnacs MECHE

FEEHS4EES Dr. Thomas Scheeren

(DTEFERE - BB R B R i iy — 30y 2 AN (RIS 4G (At R AL
R AERE 2R > B EZ AT (G-BA) & 42 4t 755 H 3¢

(Consultation interview) Aei% - STHIMERGIREHISC IR LS - B
e MBS TR S E A -

QM TER T E A T 4R (SGB V) F137h ff% > WFEHTHY = E R B pRiE
Fr o Al G-BA GREEHERER - HRMEEEHEH IQWiG BT - [FE - Bhigm
BbeErE I EITaT (InEK) 25 TivieEfUaR J77E (NUB), g -
InEK /2180 DRG HYFEH%RE - AT RS S 4EE DRG - NUB f5FR AL E
PEIRAIIEAE DRG FREMEINE S - SOBRHE > WIFSIBENE G E A
AIRTREFEBRAE 1T 5 WS 48R M ARG EN 7 a8 BE A8 T R G BIEERIR
E% (Pilot study) e

QEFEraZES (G-BA) HAAES (Innovation Fund) FRMLETEHEE
FHBaZ AT (G-BA) NEARHZEE (Innovation Committee) >
Bk G-BA » RERBERBEAERERBEETE (GKV-SV) ~ 2ElEE
FEOrbmEEIr Y  (KBY) ®EVEEMFEIRR T B (KZBV) FIfEREpkr
e (DKG) ZEE R OrfaE ENVVUE RE B a4H4 - EABHEAE (BMG)
IR BT E (BMBE) » e KBRS L Al AS MBI A 1 EEHE - AT
SEHFRUEEUTIEE - KEKEAEERBIVEFEES > 1.6 EBUT
FREFHERIEE » 4T EEOT KA ERERGTTE (BInEirzZE m
HERIEENE - A LEEEBFRREFESIVEERERMES]) -

(4)OPS code (NE22) : FEEEF-flT ~ JAFRIEFHEREENE 7757 84m05 -
P RS LA BB M TSERT  (BIATM) B EINE - RAEREAA(T IR
B¢ > B1& DRG ~ A E A (ZE) FofiUtgErla® 774 (NUB) ©
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OPS - Procedure code

To apply for OPS code(s):
Precise understanding of the
+ therapy/assessment
+ OPS catalog eveluation <30k codes,
identification of main codes or code chapter

- Age

« Ventilation = Make a check on coding guidelines

: lhﬂ:f:ll:;:?cl}n + Make a check on code specific mechanism

- Sex +  Ask for expert opinion — KOL or Med Sc.

Cape « Make a check for obvious challenges and
road blocks

[&22 ~ {27 OPS code (EHIFACER  BD A\ EIREH )

)i TS s EIEMREHT - HE T B THZEM MR BRI - REHETHY AT
Fofty ~ M ERE AN Se R MUR B B2 28 - SR R R AR M B R
HEAfr - LSRR SHI SRITHIRZE 20 MHAHIR B AR a1 R B e A
%Bﬁﬁ@—%ﬁﬁ SRR E L EE

.

%%.%\ .

‘4

o

ZElE Ry s E E1 BD “7.[%2 s~ BlEF-BD & ﬂ[m)lléékﬂ?%/ﬁf\z%'%ﬁ

(+—) BRI E R AT (1QWiG)
1. HEA - 202582H 14H B4
2. BifF ¢ BIFTR Dr. med. Michaela Eikermann
3. TR/ 1 20046 » BHHEZ 29 (Gemeinsamer Bundesausschuss, G-
BA) I T BB a0 E BERCRETFE A (Institut fur Qualitat und
Wirtschaftlichkeit im Gesundheitswesen, IQWiG) > &—{& B AEHALAYIE
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SR - IQWiGC WEEKEVAE ERE IRIgHY BB ] - I A2 B FR i A
(BMG) HYEBh » 1QWiG F 22 G-BA F1 BMG Zrt#E{TiHse s Am et - s
FEARBSHRCR ~ B B - HE R H A R AR ER LEE R AR R
J P B B BUOR B B R P o0y (Center for Health Policy and
Technology Assessment » CHPTA) e

R EE—  EREEEREGHE (HTA) K IQWiG AT

s - IQWIG BIFEEEEERE & ~ EIPE HTA BEIE49%4% (INAHTA) %% HTAL &
HEBZE Dr. med. Alric Rither

() IQWiG Y
> 1QWiG EERRIT204F » BAOEE I EERYRIERLASE - REA30H%ETL (£
% B 74923044 ) » $7 G-BA K BMG BYZS LI TIES » /iR B IE 28 £

AR R SR AR - B 8 R B T AR RS ~ BRIRTS
SRR EHEETE - WA RS AE R Sy Ay (AR -
> TEERER ¢ (R EAMEE AR (SGB V) SRI20REB1IH ¢
- BRI LA S ~ EE AR
- AL B BRI > BRI AN SEDR - BRI IEE A S
feft ~ AR IR A A ST -
- BRI e BN R AR SR EARAE K BB AR -
> HEACR © IQWiG AYTHRR B A R fRbe A - H B 1 M ] b O
1QWiG HYRFE A 2 Rt 2 -
Q) TEREFRGRHE (HTA) JRRAT
{8 HTA HEFEA - ARS8 RHE -
Sl A RS SRS HETT - DAMEOREF(SAY A IEME -
DS R Yabry SR I IO Eiev 2y N R
LU AR > 5 A R O R R s Rl 3 s A AR -
VO ORFETERR RS © SRR ~ 88K - BIfF A B AR A VS e -
> FHEGERAE - EARZEREE AR T &5t - DIEREIE - EREE
o= JRAIERESTHY HTA SR # & A - (B —LAIIMER - flin
Fo T PR —E/VAE] - B AT RE G B ABHE i
> B EIROR - DR G R EAARAE H—50 -

vV V V V V
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5. R EE " BB AR (Z84H) HTA
s - Dr. Ulrike Paschen
(DJEFEAD
> B aMEaREE —RETIHME - AT RS - TEEsT
T T A EFERE RV R as i, - PRI B — T TETAE - il
TEAEA TR AR B S ZRAY 48 R et AREHAR T > AEHE
> HTA HeHbtEE G - fam AR > DL B i & S5 504
HIR IR - A SR AR B R B 77 -
> BEEMPT2 IR R REE A IRSRIR - /b - FRIEG-BATREA T4
S RIF A B R m B AL A RGN - FTIR s s A B & IGH -
eI » RIVEZES] G-BA REG TR E - A i HEERGGT -
> BRI ASETGHY HTA 8% G e RS F A #T - HAIREVEE
JEU e 3 B o 1 1 AHE Tt & 5 A 2 77 - A HTA -
> AR AFE T AT A VBT R » Al G-BA SRENERRGUS (testing
trial ) » XIBEEIR S 15 45 R IETT 4 (coverage with evidence
development » CED) °
QB A (S8 ) BYHTA SRBHAIT (4fE23) -
> ia s - W EE & R - &R E R E O BRI E
(Telecardiology) ~ ‘B8 E Mind kOlg CT #£2465% - “PIHaTAhiF R
KI6ZE12(EH -
> EFOERER - ARG IUEE ~ MiRBEAIS &R - FHRHERFHE L6
Z12(EH -
>EEE R E KBEM W =R E B ( Tricuspidalvalve
replacement ) FHERRIF T —18RGEERELT (Duodenal thermo-ablation
for diabetes) » “PHEF(LIFHIZI64E -
> BAVEIIN AR - AEEAVEM B E R PET ~ AAIRTEQIH LY 98
fiit (Magnetic sphincter) JEWRH BBV ~ 2&EHE (Cold plasma) &
[UERE - FHERHhIF L6 -
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G-BA stakeholders

Hospitals

Device manufacturers I

l optional

l optional

l required

l optional

l optional

Application to assess
an
out-of-hospital
procedure ( § 135)

< 2 years

G-BA
decision

Application to assess
an
inside-hospital
procedure ( § 137¢)

<2 years

G-BA
decision

“Dossier” on new
high-risk procedure
with medical device
(§137h)

<3 months

G-BA
decision

Application to assess
the potential of a
procedure ( § 137¢)

1QWiG
report
G-BA
decision

<3 months

Application on a new
digital health
intervention (“DiGA”)
(§139)

—

BfArM
report
<3 months
N
)
BfArM
decision

a. Benefit:
— Reimbursement
b. Potential:
— CED
c. Benefit disproved:
— No coverage

a. Benefit:
— Reimbursement

b. Neither benefit nor
harm: — CED

c. Benefit disproved:
— No coverage

a. Benefit:
— Reimbursement
b. Neither benefit nor
harm: — CED
c. Benefit disproved:

— No coverage

a. -

b. Potential:
— CED
c. No potential:

— No CED

. Positive effects
— Reimbursement
. Plausible effects:
— CED
. Effects unclear:
— No coverage

@

o

o

BfArM = Federal Institute for Drugs and Medical Devices

@23 ~ BT ATENE (ZE&H) BY HTA 218 (EREOR © TQWiG &)

6. M ERE= © FEBIHTEE HTA K BXEA HTA
aE L IQWIG BOM HTA #BF9F%E Dr. Regina Skavron
(D) AT g A T R A e A
> AMNOG 2/ (40[E24)  fciE20114F (EER I A) (AMNOG) » AT A

G TR EEAE TG AR AR BN TRV - BRI &2 2 & (G-BA) KiaF
T TERR T s - Rl RN E LR AR IIsSE: (added

benefit) ~ K IZRHIREIE f FOGHAHRBEME - G-BA &k

SRR BEHURSTE -

SRR BT IOVIG (T HTA 3Ff5 - TQWIG ULE G-BA MUZstik - &1E3

(819 PY5E 3P » FFACER G-BA JA%E -

HA T - SR dmir IR ARE

AL EEERAYIRE - GEEm I

aHEAEER AV EME (AOME2S) @ WIS SRR BLaI ot E
FEHEE PERVEERA (proof ) ~ HrfEHEE MY 8

B TS 0 HY AMNOG JRA2 &R H.

TS EE HTA

7~ Cindication) F&EEEAHEEMERIE R Chint) o DUHFEIEAIAGH
Z Al (Systematic Review) MFEtEfidaER (RCT) AYMTZE R
/b o DRIEE AR LT 7 SR i 0t AR &iliam e PR o AR S
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Schedule for
dossier assessments
in Germany

Dossier submission by
drug manufacturer

Assessment

(by 1QWiG)

Market entry

IQWiG

Month 3

Decision on added %
benefit (by G-BA) il Month 6

o Added o
benefit? v l

Negotiation of
no =——— reimbursement price
SHI / manufacturer

Fixed price F yes

Reimbursement price w/o
additional cost vs.
comparator therapy

Agreement?

no ves Reimbursement 1,0 1419
[ price I
Decision by

Month 15

arbitration board
‘ European
Potentially: health reference prices

economic evaluation

24 ~ FEEUHT SRR R CERAIR © TQWiG f#H)

Certainty
of results

Sys‘tic

Risk of bias

[&25 ~ BT B TER R (ORI © 1QWiG )
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