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CURRENT REIMBURSEMENT SITUATION OF ATMPS IN GERMANY
DIFFERENT PATHWAYS AND THEIR STRATEGIC IMPLICATIONS
Campion M., Bot D., Ecker T.

BACKGROUND
• Advanced therapy medicinal products (ATMPs) are new medicinal products based on 
  genes (gene therapy), cells (cell therapy) and tissues (tissue engineering). Legal framework 
  for ATMPs is provided by Regulation (EC) 1394/2007 (ATMP Regulation) which has been 
  designed to ensure the free movement of ATMPs within Europe, to facilitate access to the 
  EU market and to foster the competitiveness of European companies in the field, while 
  guaranteeing the highest level of health protection for patients.

• As of September 2016, 12 ATMPs are approved in Germany either through the Communi-
  ty centralized approval or the national approval pursuant to art. 28 of the ATMP Regulati-
  on („hospital exemption“).

• Their reimbursement status depends whether they are used in an outpatient or inpatient 
  setting and whether they are considered as a medicinal product and are reimbursed by 
  law, or as part of a therapy. If it is part of an outpatient therapy the Federal Joint Commit-  
  tee (G-BA ) has to decide on funding on a case-by-case basis before it can be applied.

OBJECTIVES
The aim of the study is to review current reimbursement situation of the 12 ATMPs appro-
ved in Germany by focusing on the opportunity of reimbursement by law as well as impli-
cations of a classification as an innovative inpatient therapy (so-called NUB procedure) se-
curing inpatient reimbursement through later inclusion in the Diagnosis-related group 
(DRG) system.

METHODS
For each ATMP available in Germany, reimbursement status and funding issues have been 
analyzed in official sources and databases taking into account regulatory status, class spe-
cificities and inpatient or outpatient setting.
Our analysis represents data as of September 2016.

RESULTS

CONCLUSIONS
• Reimbursement of ATMPs is a challenge in Germany

- 7 out of 12 ATMPs are reimbursed in Germany
- Glybera®, Imlygic® (and Provenge®) are reimbursed outpatient
- Matrix-associated chondrocyte transplantation is the only method reimbursed in the 
   inpatient setting

• So far, only ATMPs being medicinal products used outpatient do have a clear reimburse-
  ment
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TISSUE ENGINEERED PRODUCTS

Outpatient setting

• Entitlement to be reimbursed by law
• AMNOG assessment of advantage for Orphan Drugs

Inpatient setting
• Inpatient outcome reimbursement so far negative
• Reference to outpatient reimbursement

Outpatient setting

• No reimbursement available when medicinal 
  products not sold outpatient

Inpatient setting
• No successful reimbursement for somatic cell 
  therapies so far

Outpatient setting

• Tissue-engineered products most likely to be consi-
  dered as “parts of a therapy” by G-BA
• No AMNOG assessment but prohibition subject to 
  authority approval

Inpatient setting
• Reimbursement in inpatient setting only for matrix-
  associated chondrocyte transplantation (MACT)

* ) No decision taken by G-BA so far.
**) NUB-Status 4 means that information provided is insufficient 
to meet the eligibility criteria for an additional reimbursement 
according to the NUB procedure.
***) NUB-Status 2 means that the product does not fulfill the 
requirements for a NUB, Institute for Hospital Fee Systems 
(InEK) 2016
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