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12 experienced experts
In the fields of:

In- & Outpatient Medicine |
Big Data | A.l. | Digital Health |
Interoperability | HTA | MedLaw

Our goal:
Realising benefits of digital
health care for patients

Financed by Federal Ministry of Healthcare
Mission ends 31.12.2021.

% Bundesministerium
2 fiir Gesundheit
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The hih-Team:
Sparring Partner & Think Tank

y

Nataliya Bogdanova-Dochev
Events

Julia Hagen
Regulatory & political affairs

‘ma’ Dr. med. Kai Heitmann

4
& Interoperability

Dr. Philipp Kircher

Jan B. Bronneke
HTA, Medical Devices, MedLaw

Prof. Dr. med. Jorg Debatin

Chairman Privacy, IT-security, MedLaw
Claudia Dirks (GR% g Kénig
Communications Pharmacy
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Dr. Henrik Matthies
> Managing Director, DiGA

Q Ecky Oesterhoff

Hospital

Lars Roemheld
Al & Data

Dr. med. Philipp Stachwitz
Outpatient care

© hih — health innovation hub. All rights reserved.



health
innovation
hub

Our topics

Data-“donation“

DiIGA-Fast-Track

Al Regulation

Digitalization Hospitals National Healthcare Portal

Value-Based-Medicine

Digitalization Long Term Care
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Until 2020: No specific pathway into GKV for digital solutions

§§ 20 ff. § 137e

Trial of methods

Primary Prevention

§ 137f
DMP

8 32
Heilmittel

§ 140a
Integrated care

8 33
Medical Aids

<
<
v

§ 2919

88 63 ff. _
Telecounseling

Pilot Schemes

§ 291a
Applications Tl/eGK
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Timeline

Recommendations of

Federal Council FEllEIZ0E Federal DVG '
At healthcare edera coming
Cabinet's draft BR-Drs. 360/1/19 committe Council into force

2019 XD 8. September 19. December
>

|
m 27. September 18. Dezember

Ministry‘s 1st reading 2nd & 3rd Proclamation

draft Government's draft oarliament reading
BR-Drs. 360/19

2020

D GITTED GEITTED CERTD GEEEEEEEND G

%ﬁa&r{? Commfj”ting hih DiGA event & ~ DPIGAV  proding of guidelineand P S@rt
prglcg Al\J/re Researchathon coming into technical procedure by

dkfz Heidelberg force BfArM
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Definition: DIGA (digital health application)

Classes | and Ila MDR
(+ provisional rules MDR)

Detection (monitoring),

relies on digital technologies

Centered on patients, treatment, palliation /
possibly including treating abatement of pain,
doctors compensation of diseases,

Injuries, disabllities
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The Fast Track according to DVG (1/2)

BfArM Application of producer BfArM

Consulting
(remunerated)

Seite 8

On registration in DiGA-registry
according to §139e SGB V

General requirements
safety | quality | functionality |

privacy | data security

Positive care effects

medical benefit | structural &
procedural effects

Examines and decides within 3

v

months (net)

Y Listing i'n DiGA-
registry

> Preliminary listing &
12 months trial period
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The Fast Track according to DVG (2/2)

Preliminary listing
& trial period of 12
months

* Plausible
hypothesis
« Evaluation
concept by
independent
scientific
Institution
* Producer bears
costs
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Standard Care BfArM

12-months trial in first Decides on final

healthcare market listing Price negotiations with
GKV-SV

Producer sets price \/

Positive care
effects

Arbitration body if negotiations
stuck after 1 year

Preliminary reimbursement
of physicians if applicable

Adaption of physician’s

reimbursement scheme if
applicable

Prescription by physicians and
psychotherapists

Permission by health insurance fund (with
corresponding indication)
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Further specification

of general requirements of positive care effects — within 12-
months trial period where applicable

Structural and procedural effects

and/or

Safety
Functionality

Quality

Privacy
Data-/IT-Security

Medical benefit

-> Further specification by DIGAV by BMG and guideline by BfArM
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General requirements

Proof of
CE-Marking Consumer protection

Privacy & Data-Security Patient safety

Robustness Interoperability

User friendliness
(Patients & Physicians)

Quality of
medical content

Seite 11 © hih — health innovation hub. All rights reserved.



Positive care effects (1/3)

SGB V and DIGAV

8§ 139e Abs. 9 SGB V
Proof of positive care effects is based on the principles of evidence based medicine.

§ 16 Abs. 1 DiIGAV 8 17 DIGAV
Allowed trials to Allowed trials for diagnostic deviced

prove positive care effects _ _ e "
Trials, proving that sensitivity and specificity

Controlled trials, showing that the use of of DIGA is non-inferior to established
DIGA is superior to care without DIGA. diagnostic tools.
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Positive care effects (2/3)

Structural and procedural effects Medical benefit

Reduction of Bol in daily life é(}

Morbidity
Securing
standard of care

Coordination of care Quiality of Life

Access to care

Health literacy L —
ortality

Adherence |
Patient safety...
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Positive care effects (3/3)

Structural and procedural effects Medical benefit

Healthcare o\ Epide- Systematic reviews
research @  miology
2
oM Behavioural Randomised controlled trials
$ research
Data Cohort-studies

Science etc. Case-control-studies
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Possible Data Sources

RWOD:

Claims-Data

Treatment Data (eHR)

Register Data . Trial-Data ﬁ

Patient Generated Data
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Examples: Evidence for structural and procedural effects

Clinical trials Or...

Pilot-DiGA Medication-DiIGA with Voice-Control
Structures Treatment-Pathways for Allows verbal diary with medication-
Patients and Doctors alarm

Comparative Social

(prospective) Cohort Study Psychological Study

(retrospective) Case-Control-Study A/B Testing
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Pricing

Intended use (MDR)

Trial Period After Trial Period

Producer sets price Negotiated price

§ 139 para. 4 —
Quality of Evidence? Framework agreement
Central federal associations of
Proven effects? GKV and DiGA-producers

Prices of self-payers?

Prices within EU?
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Potential prescription and reimbursement procedure

A i,

1. Physician \ / 2. Patient downloads DiGA

prescribes via Code on 3. Activation via code
standard prescription

S —————— \/
4. Producer sends code to health insurance fund lp

5. Health insurance fund reimburses producer . '

—
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What’s next?
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International

DiGA

=

<

MOr

g event in Berlin
on at: hih-2025.de/veranstz
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Thank you!

www.hih-2025.de/magazin

Nih2025
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