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Q&A 1: Acceptance of DiGA -1-
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Please share the feedback about DiGA (Positive aspects as well as negative one) from manufacturers
? (Acceptance of DiGA by manufacturers)

Manufacturers have been very excited early on that there is finally a reimbursement path for DiGA.
(This is also shown by the many applications to the BfArM).

Recently, however, the market has become disillusioned, because increasingly strict requirements
(especially in data protection) are being imposed. In addition, the BfArM is conducting increasingly
strict tests and requiring many additional analyses. At the same time, the prices that are agreed after
one year are significantly lower than the manufacturers had hoped. One hears again and again that
manufacturers are thinking about reimbursing their products through selective contracts with
individual health insurance companies.

However, manufacturers who have once mastered the process are increasingly coming to market
with multiple DiGA.



Q&A 2: Acceptance of DiGA -2-
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Under DiGA process, during the 12 months test period, SaMDs are reimbursed before clinical
usefulness is fully demonstrated.

With no proven evidence at hand, were there any cases in which physicians as well as patients have
no ~ little motivation to use such SaMDs and clinical data were not collected in the 12 months period ?
How well producer-set-prices & SaMDs are accepted by users ?

Were there any measures to accelerate the usage of not-yet-proven DiGAs in the 12 months test
period ?
(Acceptance of DiGA by physicians and patients)
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DiGA Listung Aufnahme Indikationsbereich® [ Anteil @ Alter in Ausgegebene Anteil an Kumulierter Kosten (TK)
Ecanent labcen: Ecpischalicadess | cocooiiol Aoieil

Vivira 22.10.2020 Muskeln, Knochen und Gelenke | 66,1 % 47,3 3.947 20,7 % 20,7 % 947.122 €
Kalmeda dauerhaft 25.09.2020 Ohren 51,0% 521 3.450 | 18,1 % 38,9% 703.697 €
M-sense 16.12.2020 Nervensystem 85,0 % 388 2524 133% 52,1% 555230 €
zanadio 22.10.2020 Hormone und Stoffwechsel | 74,6 % 46,2 2.434 I 128 % 64,9 % 1216.513 €
somnio dauerhaft 22.10.2020 Psyche 65.4% 473 2211 11,6 % 76,6 % 820813 €
Selfapy (Depression)® Psyche 69,8 % 38,2 1.222 | 6,4 % 83,0% 659.880 €
deprexis dauerhaft Psyche 63,2% 428 1.167 | 6,1 9% 89,1 % 347.183 €
velibra dauerhaft Psyche 68,6 % 408 574 | 3,0% 92,1 % 273224 €
Invirto Psyche | 61,3% 351 243 | 13% 93,4 % 104.101 €
Selfapy (Gen. Angststorung)® Psyche B1,1% 389 203 1.1% 94,5 % 109.620 €
Mika voriaung Krebs 5,3 % 517 19 | LU% 95,5 % 2.043 €
elevida dauerhaft Nervensystem | 793 % 46,9 185 | 1.0% 96,5 % 137.594 €
companion patella vorlaufig Muskeln, Knochen und Gelenke | 59,3 % 353 155 . 08% 97.3% 53.401 €

According to the DIGA Report 2022 of one of the largest health insurers in Germany (Techniker
Krankenkasse), 6 of the 10 most often prescribed DiGAs are only provisionally listed in the DiGA
directory for trial use . | cannot see any indication of fear of a lack of proven benefit in this. The SaMDs
are - regardless of whether you have proven a positive care effect at the BfArM - safe and efficient
according to the regulations of the medical device law.

Prices have been the subject of much discussion. However, patients with statutory health insurance in
Germany do not bear the costs of the therapy and may not even know the prices. Therefore, it does not
have a significant impact on them, if the prices are high.



Q&A 3: Proof during test period
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During the test period of 12 months, what kinds of medical evidence need to be generated ?
Is prospective study such as RCT required ? Or are the requirements less strict ?

In case of latter (less strict requirements), what are the rationales behind that (less strict requirements
accepted for DiGA)?



The requirements for demonstrating a positive supply effect are found in Section 10 DiGAV:

(1)

The manufacturer shall submit a comparative study to prove the positive supply effects specified in
accordance with Section 9 (1), which shows that the use of the digital health application is better than its
non-use. Comparative studies within the meaning of sentence 1 are retrospective comparative studies
including retrospective studies with intraindividual comparison.

To demonstrate the positive health care effects specified in accordance with Section 9 (1), the
manufacturer may also submit prospective comparative studies as an alternative to the studies in
accordance with (1).

Regardless of whether methods of clinical research or methods of other scientific fields such as, in
particular, health services research or social research are used within the scope of the studies according to
Paragraphs 1 and 2, quantitative comparative studies must be submitted. The methodological
approach chosen must be appropriate to the positive health care effect to be demonstrated.

The non-application according to paragraph 1 sentence 1 may be a non-treatment or a treatment
without digital health application. The selection of the comparator must correspond to the reality of
care. In deviation from sentence 1, the non-application may also be a treatment with another
comparable digital health application. The other digital health application in accordance with sentence 3
must be definitively listed in the directory for digital health applications in accordance with Section 139e (2)
and (3) of the Fifth Book of the German Social Code at the time of application.

Note: The text has been translated automatically.



Q&A 4: Producer-set-price -1-

RIRDRINEF DR, EEDBELLICEETEM TZERT HHEAICKEDEISLGLONHYFT T
L&5M7? - RERDRINED 5 KN T TOHMDESD ., RUBET LIRS EDT A ZIARS LT
FIM? - BEFERAOEEKSF CEAGC., BfHICEEINBYRLTERINSGEERMSE (TRTS
LEE#FZEL) . DIGAOFIETEHESNFEIMN? 3 LEHE SN DIEE. RIE. AIEZTLEHL
& T HEMHOFETELDRASNTNETHA?

Are there any mechanisms to have acceptable price (not too high) for producer-set-price ?
Are repeatedly used SaMD also applied to DiGA process ? If yes, how are the value of such SaMD
assessed ?




In the first year, pricing is basically free, unless there are several comparable DiGAs, in which
case there may be a maximum amount for the group of DiGAs (ceiling amount) if a DIGA was
prescribed more than 2000 times in the first year. The health insurance company will not
reimburse the manufacturer more than this maximum amount.

A lowered ceiling amount (80% of the group-specific ceiling amount) applies to provisionally listed
DiGAs for trial use. If a DiGA is prescribed more than 10,000 times, the ceiling amount is reduced
to 75% of the group-specific ceiling amount.

However, if prices are out of proportion, physicians may not prescribe DiGA and health insurers
may not approve it. Otherwise, there may be recourse against the prescribing physicians. The
,general efficiency principle“ applies in the SHI system.

There is no special evaluation method for technical effort. Prices are negotiated between the
manufacturer and the German National Association of Statutory Health Insurance Funds, usually
on the basis of use for 90 days. After that, a new prescription is in most cases necessary, which
can trigger the costs again. It would be conceivable to make a follow-up prescription cheaper than
an initial prescription or vice versa. Volume pricing or pay-for-use / pay-for-performance pricing
models would also be possible. The law permits the processing of additional personal data
required for this purpose.



Q&A 5: Impact on Business
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DiGA is considered to be a very attractive system for SaMD developers. Have DiGA had any positive
economic impact for Germany to have developers launch their products first in Germany or to locate
their development center in Germany ?

If yes, please share such examples with us.

Out of 34 DiGA in the DiGA directory, only 2 are from manufacturers based abroad (Romania and Czech
Republic). Manufacturers located outside the EU in countries without a data protection level for which the
EU Commission has not adopted an adequacy decision cannot currently be included in the DiGA
directory. | know that companies from other countries have applied for inclusion (e.g. Switzerland) and
other companies are currently targeting the market (e.g. Sweden, Denmark). Whether companies have
relocated to Germany specifically for this purpose is not known to me.



Q&A 6: Program for physicians
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DiGA is a process for SaMDs used by patients.
1) Are there any process/system which support the development of SaMDs for physicians’ use such
as Als for diagnosis ?
2) What are the rationales of this concept ? Why are the programs used by physicians not included
in DiIGA process ?




1) Yes, there are also DiGAs that want to make it easier for physicians to make diagnoses or
optimize therapy. So far, however, these DiGA have not been successful in the process. The BfArM
is of the opinion that the DiGA must not be primarily helpful for physicians. (I see this differently, by
the way. The law is much less strict here than most make it out to be).

2) The respective practice is responsible for equipping a practice with medical devices. It has to
bear the costs itself. The DiGA follows the same logic as medicinal products. They are prescribed
by physicians, but used by patients.



Q&A 7: Risk of DiGA usage
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Are the DIGA usages during the 12 month test period considered as additional treatment or as
alternative treatment (to normal therapy) ?
If latter (alternative treatment), how is the risk of not having normal therapy handled/accepted?

The law simply sees DIGA as another option along with assistive devices, physical therapy,
pharmaceuticals, etc. If the DiGA requires additional medical care according to its own risk
assessment, this can be provided by physicians. Reimbursements are created for this purpose.
Whether the DiGA is used in addition or as a substitute depends on the DiGA. The German National
Association of Health Insurance Funds is of the opinion that DiGA can only be considered in addition. |
do not share this view, as it does not follow from the law.



Q&A 8: Limit of reimbursement
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In webinar last year, we learned that physicians have some limitation for reimbursement (of DiGA?).
Is it true ? If yes, is it only for DiGA or for each individual disease (or treatment)?
Patients will come to physicians, even when the limit is exceeded. What do physicians do in such

cases ?




There are different reimbursement systems for physician actions and DiGA. Physicians who
participate in the care of SHI patients are compensated according to their activities. However,
basically the amount of money per year is capped for all physicians (except hospitals). Roughly
speaking, physicians accumulate points over the year for their activities. The available money is
divided at the end according to the distribution of points. For DiGA, compensation has not been
capped to date. More prescribed DiGA could also mean higher costs.



Q&A 9: Rregulation of positive effect
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What are the criteria of positive care effect (medical benefit) for being approved for DiGA ? Are they
less strict than those for usual medical device?

How are the positive care effect (esp. medical benefit) described in the regulatory document/certificate
issued by authorities ?




DiGAs do not necessarily have to show medical benefit. The term "positive health care effect"
includes both a medical benefit or so-called "patient-relevant procedural and structural
improvements".

The medical benefit in the sense of this regulation is the patient-relevant effect, in particular with
regard to the improvement of the state of health, the shortening of the duration of illness, the
prolongation of survival or an improvement in the quality of life.

Patient-relevant structural and procedural improvements in care, as defined in this regulation,
are, in the context of the detection, monitoring, treatment, or palliation of disease or the detection,
treatment, palliation, or compensation for injury or disability, directed toward supporting patients’
health care actions or integrating processes between patients and providers, and specifically include
the areas of.

Coordination of treatment processes,

Alignment of treatment with guidelines and accepted standards,

Adherence,

Facilitating access to care,

Patient safety,

Health literacy,

Patient sovereignty,

Coping with disease-related difficulties in daily life, or

Reduction of therapy-related expenses and burdens for patients and their relatives.
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Note: The text has been translated automatically.



Q&A 10: Examination process
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What is the impact of DiGA process on the examination time frame?
Does application for DiGA incur any additional fee for examination?

The law provides that if a full application for permanent listing on the DiGA is received, the process is
completed within three months. In the case of a trial, it would take three months to be provisionally
listed. If necessary, the trial can be extended for up to twelve months. Subsequently, the BfArM would
again have three months to evaluate the evidence. The trial process therefore consists of the individual
trial period and the planned 6-month approval process. Mathematically, the procedure should not take
longer than a maximum of 30 months. However, the deadlines cannot always be met. This may be due
to incomplete documents, additional analyses required, appeal procedures and probably also a lack of
personnel.



