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THE FEDERAL JOINT COMMITTEE (G-BA)

* Body in the German statutory health insurance (SHI) system

- Established in the year 2004
« Highest decision-making body of the SHI self-governing

system
Decisions are binding for healthcare providers, SHI insured and sickness funds

°
A Impartial Chairman
2 Impartial Members

Physicians
Patient Patient
Representatives = Dentists  Representatives =~ Hospitals

Psycho-
therapists
5 Patient Representatives
(Consultation and application rights. No voting rights)
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AMNOG IN BRIEF

* Bundesministerium
fiir Gesundheit 5 = . .
Fair prices for medicinal products

Pricing in the Statutory Health Insurance pursuant to the Act
on the Reform of the Market for Medicinal Products (AMNOG)
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AMNOG RESOLUTIONS (HIGHEST CATEGORY
OF ADDITIONAL BENEFIT PER RESOLUTION)

Reference price
Non- 4
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Total of 90 resolutions
1/3 oncology




RESOLUTIONS BY THERAPEUTIC AREAS

Diabetes

~ Non
guantifiable
3

Oncology

-’

N \l!p,

Slide 6 | © 2014 | Meriem Bouslouk, PhD

S 2 )
= = Gemeinsamer
“n"" Bundesausschuss



PRICE NEGOTIATIONS RESULTS

between manufacturer and organization of statutory health
Insurance funds (on the basis of the G-BA resolutions)

Completed Price negotiations 53
Arbitration decisions 8
Market exit: 12

(Aliskiren/amlodipine, bromfenac,
canagliflozin, collagenase clostridium
histolyticum, linaclotide, linagliptin,
lixisenatide, lomitapide, retigabine,
perampanel, vildagliptin,
vildagliptin/metformin)
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EXAMPLES OF NEW ONCOLOGY DRUGS
ASSESSED

Indication melanoma:
Vemurafenib, dabrafenib, ipilimumab (BRAF-V600 mutation)

Indication lung cancer:
Crizotinib (ALK mutation), afatinib (EGFR mutations)
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COMPANION DIAGNOSTICS (1/2)

Approval?
Marketing authorisation for pharmaceuticals

No specific regulatory rules for companion diagnostics in
the EU

Reimbursement?

Reimbursed prices are regulated by public institutions:
Bewertungsausschuss responsible for Doctors' Fee
Scale within the Statutory Health Insurance Scheme
[Einheitlicher Bewertungsmal3stab, EBM] for outpatient
services and InEK (Institut flr das Entgeltsystem im
Krankenhaus) responsible for Diagnosis Related Groups
[DRGs] for inpatient services
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COMPANION DIAGNOSTICS (2/2)

Enrichment design, predictive enrichment: individualised
target population

No nationwide coordination of testing

Mandatory use of a companion diagnostic with a
pharmaceutical (SmPC): binding framework for their
reimbursement?

Timelines?

Inpatient, outpatient?
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TRANSPARENCY OF INFORMATION
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Suchen

Der Gemeinsame Bundesausschuss (G-BA) ist das Der Bereich Institution

oberste Beschlussgremium der gemeinsamen Selbstver-
wealtung der Arzte, Fahnarzte, Peychotherapeuten, Kranken-
hauser und Krankenkassen in Deutschland.

II Slideshow anhalten

Er bestimmt in Form von Richtlinien den Leistungskatalog der
gesetzlichen Krankenversicherung (GKY) fir mehr als 70 Millionen
warsicherte und legt damit fest, welche Leistungen der medizini-
schen Yersorgung von der Gk erstattet werden. Dardber hinaus
beschliet der G-BA Malnahmen der Qualitatssicherung fir den
ambulanten und stationaren Bereich des Gesundheitswesens.
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informmiert dber:

Struktur und Mitglieder
Gesetzlicher Auftrag
und Arbeitsweise
Themenschwerpunkte

Service
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> GKvVersorgungsstruktur-
gesetz

YWechsel der Amtsperiode

4. Qualitatssicherungskon-
ferenz

E-Mail-Infodienst
Stellenangebote

Ausschreibungen

Kontakt FAtarIse ite

Informationsarchie

Das Informationsarchiv
bietet Zugriff auf:
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