
MArS Webinar:
Price negotiations in Germany –

live and let die or die hard?!
26th August 2021

Dr. Stefan Walzer
Lutz Vollmer

MArS Market Access & Pricing Strategy GmbH, Germany

State University Baden-Wuerttemberg, Germany

University of Applied Sciences Ravensburg-Weingarten, Germany

1



THE German-speaking market access experts - Austria, 
Germany, Switzerland

Price & reimbursement 
strategy

Health economics
Negotiation

support 
(incl. Virtual Reality Camps)

Reimbursement 
submissions  

(G-BA, DiGA, BAG, HVB, …)





Register already now for our next 
webinar!
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Questions welcome!

• Feel free to ask questions. After the presentation, we will 
have time for your questions. 
• Use either the Zoom chat function or the Q&A function to 

raise your questions or comments. 
• As always, slides will be provided afterwards, and the video 

will be published on our website. 
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The first and only Market Access 
Podcast by MArS – launch September 1



Our presenters and discussants today



MArS Webinar:
Price negotiations in Germany –

live and let die or die hard?!
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How does the AMNOG process look like?



Aim: Establish Evidence for Added Benefit Rating

Note / 
Score

Decision Category Definition Price negotiation Implication for pricing
EU prices 

considered

1
Significant or Major added benefit 

(erheblich)

Sustainable and not yet achieved 
significant improvement of the relevant 

therapeutic benefit 
Yes

Adjusted premium vs. the appropriate 
comparator therapy in pricing negotiation. 
Important: Potential price anchors (other 

therapies) could be discussed. Key 
negotiation driver is especially the certainty 

on the added benefit.

Yes

2
Considerable added benefit 

(beträchtlich)

Not yet achieved considerable 
improvement of the relevant therapeutic 

benefit
Yes Yes

3
Minor/Marginal added benefit 

(gering)

Not yet achieved moderate and not only 
marginal improvement of the relevant 

therapeutic benefit
Yes Yes

4
Non-quantifiable added benefit 

(nicht quantifizierbar)

Added benefit exists, but the scientific 
data basis does not allow for 

quantification
Yes Yes

5
No  added benefit

No, if a product can be put 
into a reference price 

group

Reference price or as a maximum the price of 
the appropriate comparator

No

6 Lesser benefit (geringerer Nutzen) Benefit is lower then the appropriate 
comparator

No Discount on the appropriate comparator No



Added benefit granted for orphan drugs
Note / 
Score

Decision Category Definition Price negotiation Implication for pricing
EU prices 

considered

1
Significant or Major added benefit 

(erheblich)

Sustainable and not yet achieved 
significant improvement of the relevant 

therapeutic benefit 
Yes

Adjusted premium vs. the appropriate 
comparator therapy in pricing negotiation. 
Important: Potential price anchors (other 

therapies) could be discussed. Key 
negotiation driver is especially the certainty 

on the added benefit.

Yes

2
Considerable added benefit 

(beträchtlich)

Not yet achieved considerable 
improvement of the relevant therapeutic 

benefit
Yes Yes

3
Minor/Marginal added benefit 

(gering)

Not yet achieved moderate and not only 
marginal improvement of the relevant 

therapeutic benefit
Yes Yes

4
Non-quantifiable added benefit 

(nicht quantifizierbar)

Added benefit exists, but the scientific 
data basis does not allow for 

quantification
Yes Yes

5 No  added benefit (fehlt) No, if a product can be put 
into a reference price 
group

Reference price or as a maximum the price of 
the appropriate comparator

No

6 Lesser benefit (geringerer Nutzen) Benefit is lower then the appropriate 
comparator

No Discount on the appropriate comparator No

For Orphan Drugs there are only four potential additional benefit levels!



The price negotiation

• Web-conferences
• Negotiation team communication

(messenger, meetings, separate 
telephone line, …)• GKV-SV Berlin

• Negotiation room
• Preparation room

Since Covid-19 pandemic

Pre- and post-Covid-19



Negotiation

Month: 1 2 3 4 5 6

Negotiation

- Two further meetings planned, between first and last meeting
- Upon agreement of parties another meeting is possible
- Last meeting max. 3 weeks prior  to price publication

Publication in
official price 
list: Lauer Taxe

- First meeting within 4 
weeks after GBA 
decision

- 5 participants per 
party

- 2 in addition are 
allowed upon 
agreement.

Guest of  the national association of  
private health insurances

Private health insurance has to  be 
informed within 5 working days after 
last negotiation date  about 
rebate / reimbursement price.

Structure of the negotiation process at the 
GKV-SV



Wirkstoff: Anlage I
Handelsname:

Preisauskunft nach § 130b Abs. 1 Satz 9 SGB V / § 3 Abs. 2 RahmenV
Stand der 

Information: 

_________

_________

_________

_______

Länder

Abgesetzte

Packungen

je PZN

Umsatz

in den jeweilgen 

Ländern  

(in Landeswährung)

Handelsname

PZN

(oder 

vergleichbare 

Kennzeichnung)

Packungsgröß

e 1
Wirkstärke 1

Datum der 

Markteinführung

Höhe des

tatsächlichen

Abgabepreises des 

pU ohne MwSt. 2

(in Landeswährung)

Datum und 

Geltungsdauer ab

dem der tatsächliche 

Abgabepreis

gilt

Höhe des 

unrabattierten

Abgabepreises des pU 

ohne MwSt. 3

(in Landeswährung)

Datum, ab

dem der 

unrabattierte 

Abgabepreis des 

pU ohne MwSt. 

gilt

Quelle des 

unrabattierten 

Abgabepreises des pU 

ohne MwSt.

Erstattungsfähigkeit 

durch den 

nationalen 

Sozialversicherung

s-

träger 4

1 Belgien

2 Dänemark

3 Finnland

4 Frankreich

5 Griechenland

6 Großbritannien

7 Irland

8 Italien

9 Niederlande

10 Österreich

11 Portugal

12 Schweden

13 Slowakei

14 Spanien

15 Tschechien

1 Bitte bei mehreren Ausprägungen in einem Land weitere Zeilen einfügen oder ein weiteres Blatt beifügen.

2 Nach § 3 Abs. 2 RahmenV sind für alle 15 Länder für alle ausgebotenen Arzneimittelpackungen die Einzelpreise ohne Mehrwertsteuer zu übermitteln, die der pharmazeutische Unternehmer (pU) unter Berücksichtigung der von ihm gewährten bzw. zu gewährenden Rabatte 

erhält (= tatsächliche Abgabepreise).  Die tatsächlichen Abgabepreise sind die Preise pro Packung ohne Mehrwertsteuer abzüglich der vom pharmazeutischen Unternehmer zu gewährenden und gewährten Rabatte. Dieses beinhaltet jegliche Form von Preisnachlässen (z.B. 

Naturalrabatte; gebündelte Rabatte), die aufgrund staatlicher, behördlicher oder vertraglicher Regelungen gewährt werden oder sonstige Begünstigungen, die zu einer Umsatzreduzierung führen (z.B. patient access schemes, pay for performance).

3 Nach § 130b Abs. 1 SGB V sowie §§ 3 Abs. 2 und 6 Abs. 3 RahmenV sind nur die tatsächlichen Abgabepreise des pU relevant. Die zusätzlich erbetenen Angaben zu den unrabattierten Abgabepreisen des pU  dienen der Plausibilisierung. Sofern in einem Land nicht der 

Abgabepreis des pU, sondern nur der Preis auf einer anderen Handelsstufe öffentlich zugänglich ist, bitten wir Sie, diese Handelsstufe bei der Quellenangabe zu vermerken. Auf einem gesonderten Blatt ist dann die Ableitung der gelisteten Handelsstufe bis zum tatsächlichen 

Abgabepreis des pU vorzunehmen. Zur Dokumentation von gewährten oder zu gewährenden Rabatten sind Belege in Form von Rechnungen über eine relevante Menge des Arzneimittels an die jeweilige folgende Handelsstufe (z.B. pharmazeutischer Großhandel, Apotheken,

Krankenhausapotheken) oder Publikationen (in international anerkannten Fachzeitschriften) welche Angaben zu Art und Höhe der Rabatte in den einzelnen Ländern ausweisen, beizulegen.

4 Bitte listen Sie die Höhe der Erstattung (Anteil) und ggf. Erstattungs- bzw. Verordnungseinschränkungen.

Bei Abwesenheit einer Erstattungsregel, geben Sie bitte Auskunft über den Stand der Verhandlungen und des Evaluierungsverfahren beim nationalen Sozialversicherungsträger.

Die Richtigkeit der Angaben wird hiermit bestätigt.

Ort, Datum: 

_________

_________

______

Unterschrift: 

___________________________________

Wirkstoff: Anlage III

Handelsname: 

Kosten vergleichbarer Arzneimittel nach § 3 Abs. 4 RahmenV

Arzneimittel Zugelassenes Anwendungsgebiet Bezeichnung der Population bzw. Patientengruppe nach 
Beschluss des G-BA

Anzahl der GKV-Patienten in der 
Population bzw. Patientengruppe

Jahrestherapiekosten auf Basis des 
Abgabepreises des pharmazeutischen 

Unternehmers* pro Patient  in Euro

Jahrestherapiekosten auf Basis des 
Apothekenabgabepreises nach Abzug 
gesetzlicher Abschläge ** pro Patient  

in Euro

weitergehende Informationen

* Bitte geben Sie  jeweils die größte Packung an.

**  Abschläge nach § 130 und § 130a SGB V mit Ausnahme der in § 130a Abs. 8 SGB V genannten Rabatte.

Die Richtigkeit der Angaben wird hiermit bestätigt.

Ort, Datum: 
__________________________________________ Unterschrift: ____________________________________________________

Negotiations…



Some negotiation rules…

Telephone calls and communication between negotiation meetings

Confidentiality

Breaks

Right to be included in the official minutes



Drivers in the price negotiations
with the GKV-SV

Price 
discount

Type of ACT

European 
prices

Extent of 
added
benefit

Probability
of added
benefit

Cond. 
approval

Time 
limitation

Mixed prices

Combination
therapy

Arbitration 
board



Extract of Managed Entry Agreements
Opportunity within the AMNOG?!

Managed Entry Agreement / Performance-based schemes

Challenges for coverage decisions

Solutions for the coverage challenges

Example Agreements

Key: Sources: • E. Hanna et al. 2018
• A. Navarria et al., 2015
• K. Pauwels et al., 2017
• S. Walzer et al., 2015
• W.C.N. Dunlop et al., 2018
• J.J. Carlson et al., 2010

Necessary data

Uncertainty regarding long term efficacy of medicinal product Financial burden of medicinal product or budgetary limitations

Population level Patient level Population level Patient level

Non outcomes-based / financial-based risk sharing agreements Outcomes-based agreements

Price/Volume agreements Utilization caps & rebates Coverage with evidence 
development

Real world data on 
predefined outcomes

Outcomes-based risk 
sharing agreements

Utilization data on whole 
system level

Utilization data on patient 
level

Real world data on 
efficacy for reassessment



Price impact foreseeable?

Source: Theidel U. Health Economics Review. 2016

(p = 0.020). The model explained 16.3 % of the
variations.

Discussion
The present study analyses possible factors influen-
cing the final negotiated discount after AMNOG-
assessment. Therefore, results of this analysis should
be interpreted as a trend and starting point for fur-
ther research.
Of the analyzed 193 assessments, 91 rated with “no

additional benefit”. This is nearly half of all assess-
ments, whereas for orphan drugs (29/193) the law
presets an additional benefit. As expected, a proven
additional benefit influences the final discount posi-
tively. However, the rating itself seems not to fully
“reflect” the expected discount. For example, 0 %
given for a rating with minor additional benefit and
78.02 % for a rating with no additional benefit. Dis-
counted prices negotiated based on the early benefit
assessment show that the new system has resulted in

substantial rebates within a wide range of results.
However, free pricing for the first year seems not to
impose a structurally negative impact [5].
The number of target populations assessed did not

show any significant differences on final discount. For
size of target population, there was only a hint that a
smaller target population leads to lower discounts.
This might reflect the circumstance that discounts for
orphan drugs were lower, compared to non-orphan
drugs.
Orphan drugs need to be treated differently due to

the circumstance that the law presets their additional
benefit. When separating orphan drugs, mean discount
for orphan drugs was not significantly different to those
with additional benefit and non-orphan drug status.
If the manufacturer does not deviate from GBA rec-

ommendations on the ACT, discounts seem to be
smaller. When deviating from recommendation, assess-
ments were granted with “no additional benefit” if no
adequate reason existed. For half of all assessments, the
GBA recommended more than one ACT. If the manu-
facturer chosed the more costly ACT, it had no signifi-
cant impact on discounts.
The acceptance and consideration of HRQoL-data

within the GBA appraisal tends to influence the final
discount positively. In the future, measured quality of
life data and other patient-reported outcomes might play
a greater role in early benefit assessment [6]. For ex-
ample, crizotinib was not able to show an improvement
of overall survival and the GBA did not analyze the
surrogate parameter progression-free survival to assess
the benefit of the drug. However, the significant
reduction in non-fatal symptoms and a significant im-
provement in quality of life led to a considerable
additional benefit ruling in comparison to best sup-
portive care [7].
Based on current evidence and chosen influence factors,

it was not possible to develop a model that reliably ex-
plains how much the discount level is expected to change
in response. With R2 = 0.163 the regression model ex-
plained only a small proportion of total variation [8]. On

Table 2 Discounts by benefit categories and indication class (Continued)

Mental and behavioral disorders 2 25.68 17.36 34.00 11.77

Neoplasms 19 20.43 0.00 53.71 13.92

Other 4 25.10 * 21.65 28.55 3.98

Overall 92 24.25 * 0.00 78.02 14.18

Size of target population (upper level) 92 170203 15 3253000 499215

Abbreviations: Min minimum, Max maximum, SD standard deviation
All discounts presented in %
Assessment with “Major Benefit” = 13.64 % (TP upper level = 2333.33)
Assessment with “Less Benefit” = 9.00 % (TP upper level = 1460)
* p < 0.05 compared to mean discount of the other indications

Table 3 Target population and discount
Overall

Size of target population n Mean Min Max SD

0–< 1000 34 20.84 1.00 53.71 12.15

1000–< 2500 38 21.28 0.00 42.54 11.53

2500–< 7500 31 19.79 4.74 39.44 9.00

7500–< 25000 32 21.61 2.01 46.44 11.43

25000–< 150000 34 23.88 3.16 67.30 15.12

150000+ 24 25.18 2.01 78.02 19.50

Orphan drugs

Size of target population n Mean Min Max SD

0–< 300 10 13.70 1.00 24.50 8.15

300–< 1500 10 20.66 9.00 29.78 6.52

1500+ 9 20.81 10.96 25.54 4.66

All discounts presented in %
Abbreviations: Min minimum, Max maximum, SD standard deviation

Theidel and von der Schulenburg Health Economics Review  (2016) 6:33 Page 6 of 12

AMNOG report 2020 - https://www.dak.de/dak/download/report-2335144.pdf

Development of price discounts according to §130b SGB V
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Number of finalized initial assessments

Range of added benefit
Mean

Avg. Price discount –
NO added benefit

Avg. Price discount –
Added benefit

https://www.dak.de/dak/download/report-2335144.pdf
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www.straeterlawyers.de

How do I get to the reimbursement amount?

Basis of the Agreement:

Decision of the G-BA according to 
§ 35a para. 3 SGB V 

(early benefit assessment)

Influencing variable: (costs of) comparative therapy

www.straeterlawyers.de 24
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Weighting of the criteria

1. No explicit weighting in § 130b SGB V or in the
Framework agreement (= Rahmenvereinbarung)

2. Consideration of additional criteria?

3. Room to negotiate?

4. Obligation to overweight the additional benefit (LSG
B.-B., B. v. 01.03.2017, L 9 KR 437/16 KL ER).

www.straeterlawyers.de
24



www.straeterlawyers.de

Calculation algorithm for the
reimbursement amount?

§ 130b para. 4 sentence 2 SGB V:
The Arbitration Board decides on the basis of a free assessment of all
circumstances of the individual case, taking into account the special features
of the respective therapeutic area (BT-Drs. 17/13770, p. 24).

www.straeterlawyers.de
25

Note: 
Contrary development in the current arbitration board practice under Chair 
Prof. Dr. Huster and current case law on drugs without benefit:

“The broard scope granted to the arbitration board by § 130b para. 
4 sentence 2 SGB V is limited by § 130b para. 3 sentence 2 SGB V 
(= annual treatment costs of comparator as max-price) as lex 
specialis.”  

Regional Social Court of B.-B., ruling of 29.04.2021, L 14 KR 281/18 KL on Teriflunomid; in 
result latest ruling of Federal Social Court of 12.08.2021 on Dimethylfumarate, B 3 KR 3/20 

R. 



www.straeterlawyers.de

On monetization

There is no legal basis for the question of which costs are appropriate
for which benefits; in this respect, there is no model and no concept
according to which the medical benefit of a health care service could be
converted into costs (...). Despite the legislative goal pursued with the
AMNOG to orient the prices of drugs more strongly to their medical
benefit, the legislator has not established any criteria for deciding which
price could be appropriate for which additional benefit. This core
question is rather answered primarily to the negotiation procedure (...).

Federal Social Court, ruling of 04.07.2018, 

B 3 KR 20/17 R, Rd-Nr. 46

26
26
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Monetizing additional benefits as a multiplier
of the comparator price?

In particular, it cannot be inferred from the normative requirements for
the determination of a reimbursement amount that the amount to be
applied for the additional benefit must be in a certain algorithmically
determined relation to the costs of the appropriate comparative therapy
(...). According to the legal materials, the decision of the arbitration
board is not predetermined by a concrete "decision algorithm" (...).

Federal Social Court, ruling of 04.07.2018, B 3 KR 20/17 R, 
marginal no. 47

27
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However: arbitration board on the price cap
(Aubagio, Esperoct, Tecfidera)

The Arbitration Board assumes that it has no room
for manoeuvre in the case of Section 130b (3) SGB V,
but is obliged to simply implement the statutory
requirement. Even if the most cost-effective drug
only has a market share of 1%, this nevertheless
operationalizes the "most economical" therapy
alternatives within the meaning of § 130b (3)
sentence 1 and sentence 2 SGB V.

à Unfortunately recently also: Federal Social Court, ruling of
12.08.2021, B 3 KR 3/20 R (on Dimethylfumarate):

„This allows pricing based on a drug with one of these active 
ingredients even if it had not yet been launched on the market at the 
time of the benefit assessment decision. (…)the market penetration of 
(…) shortly after its introduction is irrelevant”

www.straeterlawyers.de
28
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The reimbursement amount agreement

29
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The contract according to § 130b SGB V

● GKV-SV always uses its own contract model

● Draft contract is emailed to the PU in synoptic form after the
1st VT (3 columns: GKV-SV, pU and consensus column)

● In the 1st VT, deadlines are agreed by which the PU enters its
proposed changes in the middle column and reports them
back.

● GKV-SV mails back his wishes before/after the 2nd VT

● Mostly: contract is discussed at least once, negotiation of 
conditions in/after 4th VT in several meetings/calls

30
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The contract synopsis

32

31



www.straeterlawyers.de

• Start of pricing, term of contract, termination
• Replacement of manufacturer discount (yes/no),
• Reference value (for price and quantities),
• Quantities and consequences of deviation therefrom,
• Claims for susequent reimbursement
• Reporting duties
• Confidentiality rules
• Practice speciality - only for drugs with an addded benefit).
• Other contractual provisions (e.g. "annual treatment costs

guarantee" in case of future changes to the SmPC).

à Importance of determining the reference value:

Life Cycle of the drug!
Extension effect of the reimbursement amount for new 
packages.

5
32

Contractual regulations relevant to the 
reimbursement amount



www.straeterlawyers.de

§ 130b para. 1 sentence 5 SGBV

The reimbursement amount agreement should also include
requirements regarding the appropriateness, quality and economic
efficiency of a prescription.

1. e.g. agreement on start and stop criteria for therapy
2. Notes on cost-effectiveness analogous to the G-BA's therapeutic advice
3. Definition of a therapy path
4. Information to all associations of Statutory health Insurance 

Physicians, health insurers and audit panels
5. Agreement on (mutual) communication to doctors to ensure

compliance with the agreed area of operation

6. if necessary, agreement of failure regulations
7. Testability?

www.straeterlawyers.de 29
33
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If the GKV-SV rejects ideas by referring to
legal regulations ...

1. Reference to negotiating autonomy.
2. Reference to § 130 b Para. 4 Sentence 2 SGB V.

3. Situational: legal reasoning as to why the idea is permissible.

4. Situational: reference to arbitration board decisions and/or
case law.

5. Objectives of the AMNOG, e.g. improvement of economic
efficiency without affecting the scope of services (BT-Drs.
17/2413, p. 1).

30
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Legal Defense

35
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Appeal against arbitration board decisions

Social Court Action 

Regional Social Court of Berlin-Brandenburg Federal Social Court of Justice  
(Potsdam) (Kassel)

36
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Federal Social Court of Justice on the level of 
control of arbitration board decisions

1. In some cases, the decision of the arbitration board is not based on 
facts that are accessible to evidence and are judicially qualified as 
correct or incorrect; rather, it is a matter of the prognosis, 
assessments and evaluations of a body staffed with experts.

2. The assessments and forecasts made on the basis of the decision 
of the G-BA are then reviewed by the BSG only with regard to the 
laws of logic and the principles of general life experience.

3. The expertly staffed arbitration board is a guarantor for decisions 
that are justifiable in terms of health economics and economically 
acceptable in the event of non-agreement. 

vgl. BSG, U. v. 04.07.2018, B 3 KR 20/17 R

37



www.straeterlawyers.dewww.straeterlawyers.de

Federal Social Court on legal protection against early
benefit assessment and arbitration board decision

If a challenge to an arbitration award is based on objections to the G-BA's 

benefit assessment decision, it is advisable to also seek a declaratory 

decision on the legality of the benefit assessment decision in the 
judicial proceedings à that separate action against the G-BA decision 

is inadmissible does not preclude the requirement of a separate 

declaratory decision. 

The pharmaceutical company has an increased burden of proof in the 

dossier; the duty of both the G-BA and the courts to conduct official 
investigations is therefore limited.

BSG on Linaclotid, ruling of 28.03.2019, B 3 KR 2/18 R, 

confirmed by BSG on Dimethylfumarat, ruling of 12.08.2021, B 3 KR 3/20 R 

38
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Conclusion

1. The law and the framework agreement set a general 
framework for the reimbursement amount
negotiation.

2. Unlike the fixed amount, the reimbursement amount is
strongly influenced by the element of "negotiation".

3. The Arbitration Board's decision-making practice is strongly 
oriented towards individual cases.

4. More and more, the reimbursement amount is arriving in 
the jurisdiction.

37
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Thanks a lot!

Bibiane Schulte-Bosse
- Lawyer and specialist in medical law -

SträterAttorneys at Law

Kronprinzenstraße 20 Fon: +49 (0) 228-934 54-0 schulte-bosse@straeterlawyers.de
D-53173 Bonn Fax: +49 (0) 228-934 54-54 www.straeterlawyers.de
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Conclusions
Well prepared negotiations are a driver to be successfull!!

\

How?

What?

Why?



Time for questions …

Recording available on our
Youtube channel via 
www.marketaccess-
pricingstrategy.de

http://www.marketaccess-pricingstrategy.de/


The first and only Market Access 
Podcast by MArS – launch September 1



Register already now for our next 
webinar(s)!
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