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How we look at health systems R |
Third-party payers

Collector of resources

Reqgulator

Population Providers



The German system at a glance (red s, blue PHI, purple both)s =1l

“Risk-structure

compensation” Third-party payers

Collector of resources . 100 sickness funds

Central reallocation pool _ _
ca. 40 private insurers

Uniform (set by law) + additional
(set by sickness fund) wage-
related contribution rate
Risk-related premium

Strong

Contracts,

delegation mostly collective
Choice of fund/ / (Federal Joint Committee) No contracts
insurer & limited
governmental control
Population _ Providers
Universal coverage: Choice » Public-private mix
Statutory Health organised in associations
Insurance 88%, ambulatory care/ hospitals

Private HI 11%



Self-governance and competition in SH] R [
(among providers and payers): the central role of
the cross-sectoral Federal Joint Committee

Parliament Federal Ministry of Health
Legislation Supervision
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Patieyor'm

Ambulatory services Inpatient services

17 regional associations (

150000 1950 hospitals
N LNEIGHYU I Federal Association of Statutory 113 sickhdss funds German Hospital
doctors and Health Insurance Physicians Federation
psychotherapists Federai A« si>~iation of

Sickness Funds

Contracts Contracts

Being represented but also subject to self-reqgulation (directives

Federal Joint Committee

Being commissioned by and

Institute for Quality and Efficiency in Health Care supporting the work of the | |nstityte for Quality Assurance and Transparency in Health Care
Federal Joint Committee

Statutory health insurance




Objectives of Federal Joint Committee

* Main functions: to regulate SHI-wide issues of access, benefits
and quality (and not primarily of costs or expenditure)

* Normative function of the G-BA by legally binding directives
(“sub-law”) to guarantee equal access to necessary and
appropriate services for all SHI insured

* Benefit package decisions must be justified by an evidence-based
process to determine whether services, pharmaceuticals or
technologies are medically effective in terms of morbidity,
mortality and quality of life

* By law, evidence based assessments can only be used to select
the most appropriate (efficient) service etc. from others — not to
prioritize among service areas: if a costly innovation has a
significant additional benefit, the sickness funds must pay for it



The SHI system
in more detalil
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SHI and PHI
patients use the
same providers —
and there are
separate long-
term care systems
on both sides

Representation

salf-employed or above
income threshold

Supervision vig the Federal
Financisl Supenvisory Authority

Permanent public employees,

Federal Parliament

Insurance mandate

L patients

[ Patient or insured 1
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Supervision of funds via the
Federal Office for Social Security
operating in more than three
federal stalos

Mandatory membears,
voluntary membars
or dopendents
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EXTENSION OF POPULATION AND BENEFIT COVERAGE it ﬂs

1881: Kaiser Wilhelm I's Royal Proclamation on Social Policy MiG i
18711918 1883: Establishment of SHI by Bismarck's Health Insurance Act, covering initially
10% of population
GERMAN : . — : . :
EMPIRE 1911: Health, pension and accident insurance became integrated into the Imperial

AND EIRST Insurance Code (in force from 1914) G e r m a n (S S I—l | I S
LR/ 1913: Berlin Convention on Ambulatory Care, the first step towards joint self- y

governance in SHI system

1913: 35% of population are covered by SHI | 30 years O d e St i n t h e WO rl d

STRENGTHENING OF MEDICAL PROFESSION

1919-1933  EEY:? Imperial Committee of Physicians and Sickness Funds 3 J t eX p a n S | O n Of

WEIMAR 1925: Majority of population (51%] is covered by SHI | 40 years
REPUBLIC 1931-1933: Special presidential directives on ambulatory care; create Regional | t
Associations of SHI Physicians and a “total payment” for ambulatory care :) O p u a I O n

FUNDAMENTAL STRUCTURES OF SHI REMAINED, BUT

1933: Withdrawal of self-administration and exclusion of socialist and Jewish Cove ra g e Wa S S | OW

workers from the committees of the sickness funds

LRSS LTSS 1933-1938:  Work prohibition for Jewish physicians; denied access to health care for
Jews and other minorities

CLVARSC IS 1934: Regional Associations of SHI Physicians are merged into one National
AND SECOND Association of SHI Physicians
WORLD WAR  gepYIeT:LT3

Redefining organizational framework along the rules of Nazi-dictatorship:
centralization of sickness funds, welfare organizations, and community
health services by the Nazi Party

1941: SHI coverage for retired persons 60 years

1972 farmers / 1975: disabled persons & students 90 years
1981 artists 100 years



Over the last 30 years, the SHI system has - |
changed a lot (more than in the 110 first years)

Population Choice of Responsibility for contribution rate Re-allocation mechanism
coverage fund among sickness funds

-1993

1994

1996
2001
2007
2009

2011

2015
2021-

Defined
groups

Universal
Health
Coverage

125 years

Mostly pre-
assigned
membership

Free choice
among funds

Sickness funds individually Joint expenditure for pensioners;
otherwise unpooled

Cell-based re-allocation formula
based on age and sex

+ participation in disease
management program

Government (+ sickness funds for additi- Fe= i NiEE] | seE T e1a M 2elo]
onal income-independent premium) formula based on age, sex &

By law (+ sickness funds for additional surcharges for 80 diseases

income-independent premium)

By law (+ sickness funds for additional

income-dependent contribution rate) _
Extended to all diseases +
regional factors



Financial flows (as of today) & T

Payment by
Federal
Government

Federal Central

Tax Payers | mmmp| Government | ™ —— reallocation pool

Morbidity-Based
Allocations

Employers,
Old Age Pension Sickness Fund -
Funds... Specific Contribution

Membersof | G | Cpae
Sickness Funds vg. 1.3% Funds

a

Reimbursement

Providers




Morbidity-Based
Allocations

Calculated by regression
analysis; how much of
expenditure is due to
particular disease (2009-
2019: 80; since 2020:
all); model uses >1000
DxG, which are sorted
into “hierarchies”
(within each hierarchy,
only the most severe
DxG per insured is used),
resulting in 500 different
surcharges

4,500 €
4,000 €
3,500 €
3,000 €
2,500 €
2,000 €
1,500 €
1,000 €

S00€

0€

basic
allocation

(avg. exp.)

Cardiac Insufficiency

Diabetes mellitus with
acute complications
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female, 24 years, female, 24 years, male, 64 years,

healthy

seriouslyill

Deduction

b 4

healthy

male, 64 years,

seriouslyill



Morbidity-Based
Allocations

Calculated by regression
analysis; how much of
expenditure is due to
particular disease (2009-
2019: 80; since 2021:
all); model uses >1000
DxG, which are sorted
into “hierarchies”
(within each hierarchy,
only the most severe
DxG per insured is used),
resulting in 500 different
surcharges

Ca. 16.000
stationare
und
ambulante
Diagnosen

ICD-10-GM

360 Krankheiten
Ca. 13.300 Diagnosen

Regionale Merkmale
Versichertenzuordnung/ Lokal
vorliegende Merkmals-
auspragungen

Klassifikationsmodell

Versicherten-
zuordnung/
Aufgreif-
kriterien

Diagnose-

validierung u.a.

mit
Arzneimitteln

Arzneimittel-
wirkstoffe
ATC-Codes

Regressions-&
Berechnungsverfahren

Zu- und Abschléage (AJ 2021)
fur

AGGs(40)  Age/sex
HMGs (495) Morbidity
RGGs (81) Region

AusAGGs (40)

KEGs (7)
AGGs: Alters-Geschlechts-Gruppen
HMGs: (Hierarchisierte)

Morbiditatsgruppen

RGGs: Regionale  Risikogruppen
AusAGGs: Auslands-AGGs
KEGs: Kostenerstattergruppen



Paying hospital treatment by DRGs - important hospital & =10
utilization and cost figures, 2003 (DRG introduction) - 2019

30
Reimbursement
25
- Discussion of modifying DRG system has become fierce
20
but increasing case numbers

g 15 —> increasing expenditure
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—8— |npatient cases per capita Length of stay Hospital days per capita

=== Physicians (FTE) per case Nurses (FTE) per case -a== Expenditure per case as % of GDP

Inpatient expenditure as % of GDP

| Source: updated from Busse et al., Lancet 2017 |



Paying for ambulatory

care is two-stepped

Reimburseme nt

Sickness fund X

Sickness fund Y

Sickness fund Z

Capitation based on previous year's utilisation, increase factor, adjustments

v

/

Capped FFS (e.g. specialty-specific case-volume age-based caps for basic (RLV) and groups of

1

GP budget
(ca. 1/3)

Specialists

budget (ca. 2/3)

1 special services (QZV)) 1

GP 1

GP 2

GP 3
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1
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Specl

Spec?2

Spec3
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Detecting fraud and abuse

Ambulatory care: due to two-stepped payment, sickness
funds are not directly affected; however, there are
performance audits based on averages per specialist
group etc. (also in regard to prescribed pharmaceuticals)

Inpatient care: the regional medical review boards are
asked by sickness funds to check invoices in regard to
necessity of inpatient treatment, length of inpatient
treatment, appropriateness of used technologies, and
correctness of invoice (in 2017, >50% of checked invoices
were incorrect and hospitals to pay back € 2.8 billion or
>3.5% of SHI turn-over)

BBBBBB



Sources & more more
information

Germany and health 1

Statutory health insurance in Germany: a health system
shaped by 135 years of solidarity, self-governance,
and competition

Reinhard Busse, Miriam Bliimel, Franz Knieps, Till Birnighausen

Bismarck’s Health Insurance Act of 1883 established the first social health insurance system in the world. The German
statutory health insurance system was built on the defining principles of solidarity and self-governance, and these
principles have remained at the core of its continuous development for 135 years. A gradual expansion of population
and benefits coverage has led to what is, in 2017, universal health coverage with a generous benefits package. Self
governance was initially applied mainly to the payers (the sickness funds) but was extended in 1913 to cover relations
between sickness funds and doctors, which in turn led to the right for insured individuals to treely choose their health-
care providers. In 1993, the freedom to choose one’s sickness fund was formally introduced, and reforms that encourage
competition and a strengthened market orientation have gradually gained importance in the past 25 years; these reforms
were designed and implemented to protect the principles of solidarity and selt-governance. In 2004, self-governance was
strengthened through the establishment of the Federal Joint Committee, a major payer—provider structure given the
task of defining uniform rules for access to and distribution of health care, benefits coverage, coordination of care across
sectors, quality, and efficiency. Under the oversight of the Federal Joint Committee, payer and provider associations have
ensured good access to high-quality health care without substantial shortages or waiting times. Self-governance has,
however, led to an oversupply of pharmaceutical products, an excess in the number of inpatient cases and hospital stays,
and problems with delivering continuity of care across sectoral boundaries. The German health insurance system is not
as cost-effective as in some of Germany’s neighbouring countries, which, given present expenditure levels, indicates a
need to improve efficiency and value for patients.
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The three main Drug s reimbursable in SHI e =l

(usually = prescription only) H
Reimbursement

instruments of o )

d s U g :) rl Cl ﬂ g No longer patented/

Patented (new)

/ \ generics
Orphan drugs: additional  Other (AMNOG procedure): additional
benefit assigned by law benefit compared to comparator?
mostly
\ ‘/\‘ other
Yes No:
G Can be grouped with
other comparable drugs?
Reimbursement price — \
(negotiated) No: Yes Y Y
reimbursement \ Y } Ma.nufac_turer
. : price minus
price not higher i
than comparator Gr:o.uplng > ref.erence legal rebate
pricing (determined by
algorithm)

Possibly minus sickness fund-specific discounts (negotiated, not published); mostly for generics



Different & divided
responsibilities for
three main
instruments of

drug pricing

Early benefit assessment
- -
r \ Federal
Association of
—»|  Additional benefit |——pp| Sickness funds
Manufacturer Federal Joint _
Committee \ J Negotiation of a
imbursement price
Market entry of a . - =" P )
newly approved drug -~ ~
with new active Early benefit No additional benefit g .
substances assessment compared to Reference price
\ —= appropriate —> system
comparative therapy \ J
\ J

[

Reference prices

|

Reference prices for drugs with (1) the same active ingredients (2) pharmacologically
comparable active ingredients, and (3) therapeutically comparable ingredients

-

Sickness funds

Federal Joint
Committee

Federal
Association of

Sickness funds

.

Selects and classifies
drugs into reference
price groups

Regularly determines
the reference prices
for reference price

Publishes reference
price list every
14 days

Patients

(1) Pay the difference
between the reference
and the market price;

J groups (2) pay no co-payment
\ J for drugs >30% below
the reference price
Discounts for SHI

7% discount for reimbursable drugs without & reference price

% discount for off-patent drugs with the same active
ingredient without a reference price

Manufacturers — - -
+10% “generic” discount (also for drugs with reference price (RP)
but nat if =230% below the AP}
Further {individual & unpublishedldiscounts for exclusive
dispensation agreements
Pharmacies 1.77€ discount per prescription-only drug packsge

VNV N N

Sickness
funds
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The AMNOG procedure -..g

Mi Jﬁf:;;rl;::
Reimburse- * Sales price of the
Market Comm?nt + ment amount 2:?!3?22‘;’;?"
entry hearing as a discount :

Manufacturer and

Manu- IQWIG Fede'.'ral Joint {  SHI Head iation I Body of :frbutratlon
facturer conducts Committee makes negotiate (retroactively) sets
submits benefit decision regarding | : a reimbursement
dossier t additional benefit ! [EDNsement ’ t

assessmen " ISR amoun

M REfeTRnce J |
: : price
3 months 3 months /3 6 months 3 months y
y y 4

Phase I: Early benefit assessment Phase II: Negotiation of reimbursement amount



Additional benefit by share of resolutions

(best subpopulation each)

considerable benefit

17.9%

Benefit assessments in Germany:

378 products

77 5 resolutions

non-guant. benefit

benefit considered proven

55% of drugs,
48% of
subpopulations,
and 29% of
patients ...

- An additional
benefit has been

non-quant. benefit

found for ... =]

Additional benefit by share of subpopulations
(weighted by patient share in the resolution)

no additional benefit
45.0%

considerable benefit
13.8%
major benefit
1.1%
less benafit

Benefit assessments in Germany:

7 7 5 resolutions

1 375 Subpopulations

minor benefit
14.4%

non-quant. benefit

18.3%

benefit considered proven

no additional benefit
51.9%

.
s
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M l G Universitat

Berlin

Additional benefit by share of patients

mincr benefit considerable benefit

20.4% 7 6%
’VIess benefit
/ 0.2%

Benefit assessments in Germany:

7 7 5 resoluticns
with

1 30 2 m patients

no additional benefit

71.2%

but all drugs
remain
prescribable

for all patients



While AMNOG may be considered a success, two problems remain: A |
new drugs with additional benefit in only some subpopulations
are responsible for the largest part of expenditure among patented drugs

1.600
M Orphan-Arzneimittel
M Nichtorphan-Arzneimittel mit Zusatznutzen in allen Indikationen ®liphan drugs
o 14007 Nichtorphan-Arzneimittel mit Zusatznutzen in nur manchen Indikationen
Nichtorphan-Arzneimittel ohne Zusatznutzen Non-orphans with additional
Arzneimittel vor erstem G-BA-Beschluss . )
E 1.2004 benefit in all subpopulations
w 1.000
—
n w 800+
° § Non-orphans
- 600 - with additional
m benefit in some

subpopulations

400
2007 Non-orphans with no
additional benefit
D —

[ [ [ I [ | I [ [ [ |
2011 2012 2013 2014 2015 2016 2017 2018 2019 2020 2021 2022
Jahr



Comparison of German AMNOG approach

to early benefit assessment with other countries

F
£
2
LD
O
pul
A

New drug/ device/ intervention:

Important input = structured information (dossier of manufacturer/ promoter _
P P ( P )‘ not reimburseable

With price Without price (Germany)
| |

Need (disease burden) & Effectiveness
(also for patient sub-groups and selected indications)

Additional benefit/ comparative effectiveness
(also for patient sub-groups and selected indications)

v
Cost-benefit . @ ‘ .

(comparative, sub-groups ...)

v
L JOX X

reimbursable only
for selected indica-
O tions, selected pro-
viders, second line ...
(“optimised*)

‘ reimburseable

only in research
(CED; coverage for
evidence development)
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Orphan drugs (accountig for <0.1% of DDDs) e =00
have become the driver of expenditure 'ncrease
(both due to higher consumption and prices)

Expenditure | Change vs. DDD bn. (%) | Change vs. Exp./ DDD (€) | Change vs.
(€ bn; %) 2020 2020 2020

Total market  50.2 (100%) +8.8% 46.3 (100%) +1.8% 1.09 +7%
Patented 26.4 (52.5%) +14.4% 3.0 (6.5%) +4.7% 8.74 +9%
Non-patented 23.9 (47.5%) +3.2% 43.3(93.5%) +1.7% 0.55 +2%
Orphan drugs 6.8 (13.5%) +24.7% 0.03 (0.07%) +13.5% 213.53 +11%

Non-orphans 43.5(86.5%) +6.6% 46.3 (99.93%) +1.8% 0.94 +4%



