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Short Recap on DiGA



The DiGA Fast Track

2020 2021 2022
| | |
| | |
] ] Framework |
1 I contract 1
I DiGAV I according to I First DiGA Third DiGA
DVG | Coming into First DIGA | §134 Abs.4 | delisted delisted
Draft bill | force listed | ans5SGBV | “Mika” “Rehappy”
15.05.2019 I 21.04.2020 06.10.2020 16.12.2021 | 25.03.2022 26.09.2022
| | |
%
| | |
DVG | DiGA-Guidance I DVPMG I Frist ruling on Second DiGA Fourth DiGA
Entry into : document : Entry into : prices by delisted delisted
force I published I force I arbitration body “M-sense Migrane” “ESYSTA”
19.12.2019 04.05.2020 1 09.06.2021 1 on DiGA ,somnio“ 04.04.2022 04.10.2022
| | |

11.01.2022
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Class | or lla according to
MDR and transitional periods

(Class | and lla MDD)

Definition: Digital Health Application (DiGA) @

is essentially based on
digital technologies

Support insured persons or
support the care provided by
health care professional

Functionalities

Detection, (monitoring),
treatment, alleviation,
(compensation) of diseases,
injuries or disabilities



DiGA Directory by BfArim

Firiden Sie die passende
digitale Gesundheitsanwendung

Treffen Sie eine Auswahl aus digitalen Gesundheitsanwendungen (DiGA), die vom
BfArM gemaB & 139e 5GB V bewertet wurden.

Erstattung duch die GKV
Zertifizierte Medizinprodukte

Transparent aufbereitet -

DiGA-Verzeichnis

—E] Dder

DiGA-Verzeichnis 6ffnen

G\

List of all DIGA

Indication / Contraindication
Evidence

Provisional / permanent listing
Information for service providers
Information for patients

Prices

Filter options

Open API / Interoperable Data


https://diga.bfarm.de/de

The Fast Track according to DVG (1/2) health

innovation
hub
Consulting On registration in DiGA-registry Examines and decides within 3
(remunerated) according to §139e SGB V months (net)

General requirements \/
safety | quality | functionality |

privacy | data security

Listing in DiGA-registry

Positive care effects
medical benefit | structural &
procedural improvements

Preliminary listing &
12 months trial period




—p Standard Care
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The Fast Track according to DVG (2/2)

Preliminary listing 12-months trial in first Decides on final

& trial period of healthcare market listing Price negotiations with
12 months GKV-SV
Manufacturer sets price S -
* Plausible Arbitration if negotiations

justification . stuck after 1 year
\ Busllieifar Preliminary reimbursement Posut:+etcare
ey f - effects
concept by of physicians it applicable Adaption of physician‘s

independent
scientific
institution

y Sg(;fs“cer bears Prescription by physicians and psychotherapists

reimbursement scheme if
applicable

Permission by health insurance fund (with corresponding indication)



Experiences with the
Fast Track



Number of applications at BfArM

How many applications have been submitted to the BfArM
for assessment since the start of the DiGA application portal?

35 applications

for final listing

* Bundesinstitut _
fur Arzneimittel Graphic updated on:

und Medizinprodukte 10/26/2022

G\

https://www.bfarm.de/EN/Medical-devices/Tasks/DiGA-and-DiPA/Digital-Health-Applications/_node.html



Results of assessment by BfArv

Results of the assessment by the
BfArM up to now

= - (e

Applications submitted Assessment
by manufacturer by the BfArM

m Bundesinstitut
& o fir Arzneimittel
und Medizinprodukte 3o : : : :
of which 2 DiGA on application

of the manufacturer

G\

‘_ Positive
IRS decisions: 34

E Negative
decisions: 14

® Withdrawn: 84

Currently being
processed: 17

Deleted from
Directory: 4*

¥

Graphic updated on:
10/26/2022

13



34 of 38 DiGA (28.10.2022
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VANDAGE .
\ eatin Economcs DiGA market after two years
How is the new market developing?

From October 2020 to date, a total of 38 DiGAs have been listed under the fast track process.

Actual prices of the 38 DiGAs in chronological order of their listing in the DiGA Directory.

Bmmmm 2020 2021 2022

1.000 €
800 €

600 €

n=10
400 €
s || “I
0€ I

Bielefeld, 29.10.2022 Quelle: eigene Darstellung nach Angaben im DiGA-Verzeichnis.




VANDAGE .
\ e DIGA market after two years
How is the new market developing?

* The majority of DiGAs (>75%) make use of the trial rule (provisional listing).
* The period of one year is regularly not sufficient for proof of benefit.

(Initially) provisionally listed B (initially) permanently listed
1.000 €
800 €
600 €
400 €
200 € I
0€

Bielefeld, 22.10.2022 Quelle: eigene Darstellung nach Angaben im DIGA-Verzeichnis. o}




VANDAGE .
N\ semeonomcs - DIGA market after two years
How is the new market developing?

Success of the trial period can by no means be taken for granted = 4 out of 8 DiGAs were not able to
show a positive care effect within the trial period.

Proof of a positive care effect successful
(Initially) provisionally listed

Proof of a positive care effect has not been provided

1.000€

800 €

600 €

“alhll sl

Bielefeld, 29.10.2022 Quelle: eigene Darstellung nach Angaben im DiGA-Verzeichnis.




Delisting of ,Mika“ and ,,M-Sense Migrane”

& > DiGA-Verzeichnis * Mika

Hinweis: Die DiGA  Mika" wurde am 25.03.2022 aus dem Verzeichnis gestrichen. Weitere Hinweise finden 5ie hier.

Mika

Fosanis GmbH, Deutschland | www.mitmika.de/

-]
Iﬁ | KO Hinweis: Diese DiGA wurde am 25.03.2022 aus dem Verzeichnis gestrichen.

Informationen fiir Fachkreise

M > DiGA-Verzeichnis » M-sense Migrine

Hinweis: Die CiGA M-sense Migrane” wurde am 04.04.2022 aus dem Verzeichnis gestrichen. Weitere Hinweise finden Sie hier.

M-sense Migriane

Mewsenselab GmbH, Deutschland | www.m-sense.de/impressum

Himweis: Diese DiGA wurde am 04.04.2022 aus dem Verzeichnis gestrichen.

Informationen fiir Fachkreise

"Evaluation decision of the BfArM

At the request of the manufacturer, the DiGA was deleted from the list pursuant to § 139e
paragraph 6 sentence 9 of the Fifth Book of the Social Code (SGB V) in conjunction with § 19 of
the Digital Health Applications Ordinance (DiGAV)."
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Delisting of ,,Rehappy” C_I\I_D

# > DiGA-Verzeichnis > Rehappy

Hinweis: Die DiGA  Rehappy” wurde am 26.09.2022 aus dem Verzeichnis gestrichen. Weitere Hinweise finden Sie hier.

Rehappy

Rehappy GmbH, Deutschland | www.rehappy de/ueber-uns/

Hinweis: Diese DiGA wurde am 26.09.2022 aus dem Verzeichnis gestrichen.

Informationen fiir Fachkreise

"Evaluation decision of the BfArM

The DiGA was deleted from the list pursuant to § 139e paragraph 4 sentence 8 of the Fifth Book of the
Social Code (SGB V) after examination of the evidence of positive supply effects. No positive care effect
could be demonstrated for digital health applications."

19



Delisting of ,,ESYSTA"

M > DiGA-Verzeichnis > ESYSTAApp & Portal - Digitales Diabetesmanagement

Hinweis: Die DiGA ,,ESYSTA App & Portal - Digitales Diabetesmanagement® wurde am 04.10.2022 aus dem Verzeichnis gestrichen. Weitere Hinweise finden Sie hier.

ESYSTA App & Portal - Digitales Diabetesmanagement
Emperra GmbH E-Health Technologies, Deutschland | www.emperra.com

ES l'|"STH Hinweis: Diese DiGA wurde am 04.10.2022 aus dem Verzeichnis gestrichen.
L

Digital Diabetes Care

Informationen fiir Fachkreise

"Evaluation decision of the BfArM
The DiGA was deleted from the list on 04.10.2022 in accordance with § 139e paragraph 4 sentence 8 of

the Fifth Book of the Social Code (SGB V). For the digital health application in question, no positive care
effect could be demonstrated during the trial period."

20



More fundamental issues
with the BfAriv



Can Human Components be a Part of a DiGA?

 How can a DiGA be distinguished from a personal
@ service provision?

How can a DiGA be distinguished from telemedicine
= and video consultations?
S\pl;z:nve;t:a:: l;gvl:’ale Gesundheltsversorgung eV. |
Kar\-Lnebknecht-StrafSe 1

10178 Berlin

BfArM has strict requirements to prevent the billing
} rules for medical treatment from being infiltrated via
DiGA

Berlin, den 18.07.2022

Zeicher: OOOV77-22/PKIPK
Unser

E-Mal kirr.mrqiq\d-\nw.de

* Expert opinion on human components by GND
S Originally for a specific DIGA manufacturer

-> association wanted update to be generally usable.
* Distributed to all member companies

V.
sversorgung &
luonv.cband Digitale Gowndhoh
sVDGV SP

qu n S e Let ngsan il i DIC
ac nsC 14 teile be DICA
Rechts tachte mer nliche U StUNg:

n,
gehr geehrte pDamen und Herre

* Discussed in BMG
m
i farbeitung ZY .
jne erwe terte rechtliche Au sl " |
; ! 4 \ g
o P menschlicher Leistungsa e . o..h
- v (DIGA), !
xomplex ZU - s
s dheitsanwendungen nach §3
iaitalen Gesun
digitalen

Discussed in BfArM

L araler
jchnis digital
me von DIGA in das Verzel
¢ Aufnab
Kontext der

[ J
\
ninsichtlich
vV als auch
-+ anwendungen nach § 139e SCB
Gesundheitsa

Publication requested and planned
hanismen nach § 134 SGB V. T;mmj' :f:u = |
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Evidence Assessment — Subgroup Analyses in Retrospect ( | )

* The BfArM increasingly asks for subsequent subgroup analyses, although the subgroups were
not prespecified for this purpose.

* Frequently, the results of the subgroup analysis are then not statistically significant. The
BfArM subsequently restricts the patient population accordingly.

e Subgroups formed by BfArM seem independent of the DiGAs medical claim and do not
always seem plausible:

Differentiation according to ICD-10 four-digit and more (without regard to collection function).
Differentiation according to symptom status/duration not mapped in ICD-10 (e.g. acute, subacute,
recurrent, chronic)

Differentiation according to previous experience with therapies, therapy aptitude, concomitant medication,
concomitant manual or personal therapy

Differentiation according to the use of support services of a DiGA

Differentiation according to e-mail information of the users about the existence of a support conversation,
which itself is permissible in the opinion of the BfArM.

23



What's new?



| | Latest Update of the DiGA-Guide
| ® | |

) und Medizinp v(\’

‘\, . |

ar digitale

_Verfahren fur d s,

| ast-Track iGA)

| pas- heitsanwendungen D \

1\ Gesund e SGBV \ kt

11 naCh § 139e ) und Anwender [Si

' far Hersteller, Leistungserbringer x‘

| Ein Leitfaden \ °

‘L'\ Version 3.1vom 18.03.2022 — A 3

New section on Interoperability
2\

\ [ ]
= -
\

New Section on the criteria for “plausible justification”
of a possible positive care effect

New supplementary notes on systematic data
evaluation

25



Caution! Engli '
glish version of the DiGA-Guide i
Is not up to date!
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Plausible justification of a possible positive care effect (trial period) ( | >

Section 139e (4) Sentence 3 SGB V:

»(...) the manufacturer must include with the application a plausible justification of the contribution of the digital
health application to improving care (...)."

Section 14 DiGAV:

»(...) the manufacturer must submit at least the results of a systematic data evaluation on the use of the digital health
application as plausible justification that a positive health care effect can be demonstrated in the course of a trial.“

Reasoning in the draft bill for the DiGAV:

,The systematic evaluation of data obtained in the course of using the digital health application, which is

A

called for here, serves to provide initial hints for this statement.”

DiGA Guide

,Sufficient plausibility and robustness of the results according to the current state of science is expected.”
(page 99)

,The systematic evaluation of data required here serves to provide initial plausible evidence for the improvement in
care. The submitted data evaluation must plausibly show that it is highly probable that a positive effect can be
demonstrated within the framework of the trial study.” (page 153)

27



Plausible justification of a possible positive care effect (trial period) ( | )

Quote from BfArMs decision (declining provisional listing):

“In the present case, the change from baseline to three months is statistically borderline significant (p = 0.04),
but the patient relevance of the result appears questionable.”

“(...) so that no clear, sufficiently robust improvement is presented."

Even if a manufacturer presents data to show plausible justification in the application for a trial
period, and the data is already statistically significant, this does not guarantee a provisional listing.

BfArM demands a ,clear, sufficiently robust improvement” to be presented.

28
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Until now

Self-disclosure on over 120 aspect

Data protection (40 questions)

Data security (48 questions)
Interoperability (6 questions)

Robustness (4 questions)

Consumer protection (8 questions)

Ease of use and accessibility (3 questions)
Support for service providers (3 questions)
Quality of medical content (10 questions)

Patient Safety (6 questions)
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Version 0.1 vom 09.08.202

\
\

New data protection test criteria as a basis for certificates
* Agreement with BfDI and BSI?

Pseudonymization as a new principle

No revealing of identity by e-mail or telephone!
Verifiability of consent for minors?

Review of billing?

e Post-Market-Surveillance?

In-app purchases?

Continuation of treatment?

Data exchange with ePA and Co.?

30



Pricing
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Pricing — what is the ‘right’ price for a digital product? @

Intended use (MDR)

First Year After First Year

DiGA-Manufacturer sets price
freely
(Exception: ceiling amount)

Negotiated / Regulated
Remuneration

§ 139 para. 4 SGB V —
Quality of Evidence? Framework agreement
Federal associations of GKV and

Prices of self-payers?

Prices within EU?

Seite 32 © hih — health innovation hub. Alle Rechte vorbehalten.
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Health Econo
Analytics

- DiIGA market after two years
How is the new market developing?

* Average (freely set) manufacturer price since start of supply is around 491 €.
* Permanent remuneration amounts show a significant reduction of the price level.

» Average relative price change after price negotiation/arbitration is -47%.

1.000 €

800 €

600 €

B Initial prices Remuneration price

0491¢€

400 €

200€

0€

Bielefeld, 29.10.2022

TRILNNITIE I
I

Quelle: eigene Darstellung nach Angaben im DiGA-Verzeichnis. BerUcksichtigt wurden stets die zuletzt verfigbaren tatsachlichen Preise.







Title | Name | Place/Date (edit by "Insert > Header and Footer")

GEIGER|NITZ | DAUNDERER
Rechtsanwalte PartG mbB

Thank you for your attention.

e il

Munich Office

Thalkirchner Strasse 56

80337 Munich

PHONE: +49 (0)8951 61 890-0
FAX: +49 (0)89 51 61 890 - 19
muenchen@gnd-law.de

Office Berlin

Mommsenstrasse 45

10629 Berlin, Germany

PHONE: +49 (0)3052 67 369-0
FAX: +49 (0)3052 67 369 -9
berlin@gnd-law.de
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Questions?

Title | Name | Place/Date (edit by "Insert > Header and Footer")
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