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NEW YORK – Clinical genetics service providers in Germany are up in arms about a decision by the country's
public health insurance system last week to drastically cut reimbursement rates for genetic testing and medical
genetics services, which they say could threaten their viability and jeopardize patient care.

The cuts are in line with a wider initiative by the German government to reign in healthcare costs in the country,
which are no longer covered by individuals' health insurance contributions.

According to the National Association of Statutory Health Insurance Physicians (KBV), which represents German
doctors who have contracted with the public health insurance system, the cuts will lower reimbursement for
providers by more than 30 percent. Depending on their size and location in Germany, labs could face cuts of more
than 40 percent. Reductions to reimbursement for rare disease diagnostic sequencing in particular are expected to
contribute to major cost savings, with rates up to 25 percent lower than at present.

The decision on the reduction in reimbursement, which will take effect Oct. 1, was made by the Extended
Evaluation Committee (E-BA), a committee that has final say over reimbursement rates when the KBV and the
National Association of Statutory Health Insurance Funds (GKV-Spitzenverband), which represents the country's
public health insurance funds, cannot come to an agreement.

According to the E-BA, the rate cuts were justified because equipment and reagents costs for DNA sequencing
have fallen rapidly in recent years, while the volume of genetic testing has steadily increased. "The costs of
analytical instruments relative to their analytical capacity, as well as the costs of consumables, have fallen
significantly over the past 10 years," the committee wrote in a document accompanying its decision. "This leads,
even with rising personnel costs, to a decrease in average costs per test performed due to economies of scale,
particularly in large laboratories. This trend is confirmed by publicly available price information, e.g., from healthcare
systems in other countries."

Providers in Germany, however, argue that equipment and reagents only make up a small part of their overall costs,
and that the cuts were made arbitrarily and not on the basis of any cost calculations. "What they didn't realize is
that the cost for sequencing, the technical analysis, is only a fairly small part of the whole cost – a quarter," said
Elke Holinski-Feder, cofounder and managing director of MGZ, a large private genetic testing laboratory in Munich
that employs almost 30 clinical geneticists and has a total of 230 employees. Holinski-Feder is also the president of
the National Association of German Human Geneticists (BVDH).

Her team is currently estimating how the upcoming cost cuts will affect MGZ, but she anticipates them to be
devastating. "We will have to rethink everything," she said. "Shall we close the lab? Can we survive?"

Marketing campaigns by sequencing equipment providers, who have been advertising genomes for $200 or even
less, are partially to blame for the perception that testing costs for providers have fallen precipitously, she said, but
that is in fact not the case.

Large laboratory testing chains that offer human genetics services along with other types of clinical testing, like
Synlab or Sonic Healthcare, might be able to cross-finance shortfalls in genetic testing revenue through other
business areas, she said, but labs like her own that specialize in genetics will not be able to do so. Also, her lab, as
well as smaller human genetics practices, offer regional access to genetic testing and clinical specialists that would
be lost if the cuts lead to lab closures.
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While the cost cuts in general did not come as a surprise, as KBV and GKV-Spitzenverband had been negotiating
about them for months, providers are particularly piqued by how their size was determined.

"I understand that we need to reduce costs in the healthcare system, and human genetics should be part of it, but it
needs to be done on a scientific basis, in the sense that we need to provide a cost calculation, and then try to
negotiate with [the health insurance funds] on what could be possible, and not just make a political decision," said
Malte Spielmann, director of the Institute of Medical Genetics and Human Genetics at Charité University Medicine
Berlin. He also heads Labor Berlin, an affiliate of Charité that provides thousands of genetic tests per year and will
be affected by the reimbursement cuts. "The insurance companies just announced that costs will be reduced [by a
certain percentage], but they did not say how they came to those numbers," he said.

Internal calculations show that Labor Berlin would lose more than 40 percent of its current reimbursement once the
reductions take effect, Spielmann said. Like others, he believes the cuts could compromise patient care. "Currently,
it's still difficult for most Germans to get genetic tests, and if the existing infrastructure, the existing companies, are
now being targeted, there will be a shortage of genetics care," he said.

Tübingen-based CeGaT, another private laboratory that specializes in human genetics, declined to comment on the
cuts, saying it is still determining their effects on its business. "Of course we will be affected," said Dirk Biskup,
CeGaT's cofounder and managing director.

Meanwhile, professional organizations representing human geneticists and medical laboratories in Germany are
protesting the upcoming cuts and are preparing to fight them in court.

Holinski-Feder said BVDH is currently collecting exome sequencing cost calculations from "as many labs as
possible" in Germany in order to show that with the proposed cuts, "it's not possible to do genetic testing on an
exome, from an economic point of view."

In addition, BVDH is preparing to file a lawsuit against the Germany Ministry of Health over the cost cuts, she said,
and is working on getting the KBV to potentially join the suit.

In an open letter published earlier this month, BVDH, the Society for Human Genetics (GfH), and Accredited
Laboratories in Medicine (ALM) said they "firmly reject" the cuts, calling them "arbitrary" and "devastating to the
viability of human genetics laboratories."

"High-throughput human genetic diagnostics require a highly specialized and cost-intensive infrastructure that must
be maintained on a long-term basis," the letter states, including laboratory and IT infrastructure, computing
capacity, secure storage and backup systems, qualified staff, accreditation and quality assurance, and regular
bioinformatics updates. "It is therefore not a one-time, isolated service, but rather a technically highly complex
healthcare structure with significant ongoing fixed costs."

According to the letter, three to four million people in Germany are affected by a rare genetic disorder, and about 90
percent of genetic diagnostics is performed by doctors under contract with public health insurance providers.
"These measures represent a step backward in medical care," it states.

Illumina, which provides instrumentation and reagents to most genetic testing and clinical sequencing providers in
Germany, declined to comment on the reimbursement cuts and whether it may help its customers mitigate them.
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