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Abstract

Managing the Fourth Hurdle

Mathias Possnert

The rapid progress of medical technologies (medtech) today continuously generates
innovative solutions to previously unmet needs. However, in many cases innovations
in medical technologies, result in increased healthcare expenditures at least in the
short term.
Worldwide the healthcare budgets are under heavy pressure and the cost
consciousness among the healthcare providers has therefore increased. The impact
on the medtech industry is that the regulatory requirements such as efficacy, quality
and safety of the products no longer are the only hurdles to gain market access. The
healthcare providers’ expenses, arising from the treatments they perform, are
covered, reimbursed, by a payer. This payer must be convinced of the clinical as well
as the economic value of the product to be willing to pay for it. Therefore
reimbursement is an additional issue that needs to be addressed by the industry and
in particular by the manufacturers. This report investigates if and how small medtech
companies integrate reimbursement activities in the commercialization process.
Specifically the report focuses on how the companies deal with the reimbursement
system in Germany. The reasons for choosing Germany are the large size of this
market and its proximity to Sweden, making it particularly interesting to Swedish
companies. The study was designed according to a Grounded Theory approach. The
qualitative empirical data, that was initially collected, guided the researchers in the
progress of their research. The information about the German system was acquired
from interviews with experienced people within the industry. Interviews were also
performed with six small companies and with one large company in order to build
cases. Finally, the gained knowledge was used to build a model to be able to answer
the research question.

The conclusions are that the companies do not actively integrate reimbursement
activities in their commercialization process until they have received their regulatory
approval. This means that the general product life cycle for medical technologies can
be extended by an additional phase. This phase represents the reimbursement
process, which must be gonethrough before full market access can be achieved.
However, the characteristics of this phase are very much dependent on the
technology, strategy and how well the companies are prepared for it.
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