38 HAUHMAFE 51285 2 B GRAEE 21 5)

< >

R DT T Z)VNIL A
77— a v R

Griinecker FFiFEAF AT

Dr. Anton Pfau and
Dr. Tobias Paintner

aVBa—2ix, FLUTHIT, BREBRRT Yy FRICHER LW b/h&pay
Ea—4ThiHrAV—F 74 0%, FAEDOEEE, £330 L REH0
TATALANEEZE L, BRADA~Y— K7 2 —H D 90%LL LR, K
KIZHDOT N, ZA % FORHPAICENTWD EHEESNET, Z<DABA
= R T7 U EHOTIRY , BRE LRGEHEREZ - CTHZRET LI X2HY
FF, ZOZEND, AN— N7 3 VEERV AL T X BT 500
AR 727 T » b7 4 — A2 0 £, RIEOBNZ, BIfED COVID-19 fiafk s
AT TR &SN T U X VEMBEE T ) T D KA TCorona-Warn-App)
NV ET, 2170, AV, BEOLM 2w 7B ERNS L OMEA &R
ENFETVENA~NVAT T Y (DIGA) 122N T A= —ICE AT 5 Z LI
K0, BEORRBABO~NAT 7Y OHEHZRELEL Y ELTWET,

RA T — Iz, BARSKENE EIITH O AIELTIEH Y FHATL
Too ATBIRREZIIRIRE L CRITRTITON T E T2, EITBAE, FRCARME
EEPTH LWT U2 IS 2 RET L T ET, SOOI, 7L
T OEA LI, A<— 7, Digital Health Apps (FE7-1% KA Y FEDEH LT
TDIGA) EMEHIN D~ AF T T 7V %DF ¥ Z NEAi~DE &Rt E
FNET., INHDODIGA 1L, ZDOT 7V OBHFEHIN KA RO OB >
B BF BT SN IERO T ek Bt T E T, BER
RFHNEREMFICL > T S 5E, UXERRIRIC X o> T— i 722 i A
DARINTHFEELMEH L2GEIE, B8R VESET, BEHEE. R
A WU R SR R AR ZEAT  (BFATM) 12 X - T, BERNTEER 1 AE/- 3E
IENHERB STV DORERH Y 3, AR XITFRIERB R END L, TV
RG22 T £,



Journal of Towa Institute of Intellectual Property Vol.12, No.2 39

BfAIM 3EEE L TV D BRI S D 721X, 77 VI, CE FBREREYE,
FRlZ, BU KOV [E O T — & g e OV 21l E%ﬁéEU@E%@ DY A

7 PRRICHERL U 7= IR AR ICER ST b L o (T WA T &, FEImTZTE
ﬁﬂ%%ﬁszézgﬂﬁbi? U A7 45y ﬁlitina@@$$ & DI
BfAIM BEEICHEI IND Z EICHBE L TLEEN, ol g URT R
TOHEITIE, WHERREE S ORI R GERNMNEIC RV £, [RYT 4077
TR LD HEEIE. RA Y CIRIERE L, 1RO TR B3 2 R E
WIINE L L TERESNTWE T, Z OEROELR T, RR, G5F

SUFBEE O, B, 1R ARG ENE T, X512, DIGA #BFENMER L.
MOZEDERBERENT VXL THLILNERGY 7, Zhicky, BHETIERL
FEFHRME O HDME T DR E LY 7 b = TIXEROMRI L 720 £,
IBICE, THRE] L0 5L, FIEORREICH S Z L &2 /R LTEY, DIGA
OBERHEIL, KR TPBTHEATLILAEEZEKN LT ERA,

BURIRWNZ &2, DIGA B EMICARTE D LW HFERH Y £3, Zhic

V. BEIRENTHICBAT DEOBEENEL 220 £97, KK LAEM O AL
[ZDWT, DIGA DILWR LATONE TR, NP7 4 77 TFICBE L TEA
FICFRD 5% DIGA ICHEM SN AT R COEMECHERIND LD TIEH Y 8
ho BEODEMOILWRELIZL > TEEEZITIMD 01T, RIEEE T, BE
DT T POELLER S BRREHIOS 2 720 T, %o&%gbw$
WY 2T OMERH LT TT, bol b b LWFERNIE, 72&xiF
TV = a yORMEOHERAFI T EE L THR TE EF, RAME KDY
DT TVDRRTIE, BEORMET TR | FEBOIERN—EZITARETHY . =

TIXBRRE L. 728 20, WBAFEIC X W R YT 4 7 TR O AR ZRGE
AT AMERH Y 9,

ZDEHITEL ST DIGA Ol Z R T D722, HROBH D KA O
(BfAIM) OHA RT7A4 v 2BBET L ENTEEY, TOPT, EIFHREHZ O
MERAR IR Z R U, SBEISR IR RS A @S 2L R ORI STV ET,
RO TIEDIGA (DFEVHRWRLARERT 7V) LA ShERA

M, EOEREREN, 7oL 2IXA=— N U4 v F 006 O HE EE O Ft HaA &
DHTHY, 72720, FREO—FHEZIEZRE L Colrd 2 7-oiciigk s =7 —
2 Z5HT 5841, DIGA & L CRESNEET,

k) 7267/\4’ ARET TV = a yOEEL F0, RSSO R
BENFT LNV AT TV BER L WER T, EPC X KA Y Ok Y



40  HAUERFTE 51285 2 B GRAEE 21 5)

D—EROERIF A TIX, W L ORI IEEDNFRIRIR O O ST
N, EREERIIETFERISTEET, LEN-ST, ZFOEIRH LT 7 r—
TarvOREERETOEOOTFEL, TUXNANANNAT T r—v g R
THZORB LI WETIZZDOT —F OB AT A& — BB as % 7
L—AF 52 ETT, LENST, Rl HOT NA ZAHO Y 7 F 7 =7 1%
B AMEYTIERL . RAYOH LWIENEEHAO T T, BEMDOT /51 2D
LWT Y = a ACBREL R TE 50T, $HAA, DIGA D
BINEGEE DRI, FEHEEOREICE SV TVET, Zhic X v, DIGA 134
EORMYR— 7+ VAT KRELS BRLEET,

KA D DIGA IENT VX )b~ 27 T OARHEZ R 505 8 9 NE £ 7200
D EH A, DIGA 258k 570D HEMNEHEIN 2 Tl & ~OHHRERF ST
WET, RASEICA-ZE LTH, R T — 2 REICE LT, B
DOWINDALAEZ RN T D2 LERH Y £, EHEN72 DIGA IZBT 2HIED KA
Y OEREICIE, U A7 SEORNT Y OB BN RESNE T, EREE
B/OV AT ST AEICE L o TWET, BWRLAATREL /25T VF b~
WNAT TV B BGBIEDDDENE, R4 Y O—HTH 5 BFAIM OB 03k
ELET,

ZIUTH D LT, IV DD REEMMTHZ L, TOBEHIT R
BT DT VX MMEOER N LRI T FikEZ R L CnEd, FhudfbEEsic
FOEVRAEPRT DS 2T 2 L RRBICEE 2RV E 3, W IThicd &
bLarFrr s ERED Lo, TRIERSH) v E7,

CGBER : 4 WFERT)



Journal of Towa Institute of Intellectual Property Vol.12, No.2 41

< Germany >

Digital Health Applications in Germany and IP

Griinecker Patent- und Rechtsanwélte PartG mbB

Dr. Anton Pfau and Dr. Tobias Paintner

Computers, and especially the little computers we carry around with us in our pockets,
smartphones, have changed our lives, or at the very least our lifestyles. It is estimated that more
than 90 % of adult smartphone users generally keep their device in arm’s reach ; many even
sleep on it and wake up using its alarm clock. This makes it an ideal platform to provide health
services and data. A recent example is the German “Corona-Warn-App”, a digital contact-tracing
app developed in the wake of the current COVID-19 crisis. Germany, however, has also tried to
stimulate the usage of specific privately developed health applications by reimbursing
manufacturers for provisionally and permanently approved digital health apps (DiGAs) meeting
certain conditions.

Germany in general has not been as eager to adopt new technologies as in Japan or the
United States. Administrative procedures are still largely carried out on paper but the national
government has now devised new digitization strategies, especially in the public health sector.
These developments include the introduction of an electronic patient file as well as funding for
digital, e. g. smartphone, applications relevant for health care, called Digital Health Apps (or in
German acronym DiGA). Those DiGAs are supported and funded under newly implemented laws
regardless of whether such an application has been developed in Germany or anywhere else in the
world. Funding is handed out as a reimbursement when an insured individual uses an application
prescribed by his medical professional or approved of for general use by his health insurance. The
application must have been pre-approved by the German Federal Institute for Drugs and Medical
Devices (BfArM) either provisionally for a period of up to one year or permanently. Upon
approval or pre-approval, the app is admitted to a register.

In order to be admitted to the register maintained by the BfArM, an app has to be safe
to use, as is required for medical devices according to CE certification standards, especially EU
medical device risk classification, comply with EU and national data protection and safety
regulation and comprise positive care effects. Note that only health applications with risk classes I
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or Ila are admitted to the BfArM register, higher risk class applications would require special
agreements with health insurers. The term “positive care effects” is legally defined in Germany as
a medical benefit or improvements in procedure or structure of the provision of care. Such a
medical benefit or improvement include the detection, monitoring, treatment, alleviation of
diseases, injuries or disabilities. It is further required that the DiGA is used by the

patient, so that purely administrational software used only by health care providers
and not by the patient is not covered by the definition, and that its main function is digital.
Further, the term “patient” indicates that a specific condition is addressed ; reimbursed DiGAs
are not intended to be employed in primary prevention.

One interesting fact is that DiGAs can be approved provisionally. This lowers the
barrier for developers to enter the market, as for a trial period of up to one year, they will be
reimbursed for their DiGA but they are not held to the full standard of permanently admitted
DiGAs with regard to positive care effects. In order to receive funding by reimbursement of the
patients expenses, manufacturers only have to provide plausible clues as to how patients can
profit from the app and a scientific evaluation concept. Plausible clues can be provided, for
example, through an analysis of prior use of the application. Toward the end of the trial period,
which can be extended once for up to a year under certain conditions, the developer will then
have to provide definite evidence of positive care effects in the form of, e.g. a comparative study.
In order to give an example for a DiGA thus defined, one may refer to the guidelines of the
responsible German agency (BfArM). Therein, an example of a belt is described that detects
breathing pauses of apnea patients and reports the number of pauses the next morning. While
monitoring of a condition alone would not be considered a DiGA (i. e. reimbursable app), if its
main function is only an incorporation of heart rate measurements, for instance from a smart
watch, however, an evaluation of the recorded data, in order to identify and analyze breathing
pauses, can qualify as a DiGA.

Such a device-application link is also the reason why especially patent holders of
medical devices may want to keep an eye on digital health apps. While some legal frameworks,
for instance the EPC or German patent law, exclude diagnostic and therapeutic methods from
patentability, medical devices can be patented. Thus, a vehicle to obtain protection for such new
applications is by claiming the medical device together with its sensory and/or its data processing
systems implementing the digital health application. Thus, software for patented devices is not a
mere accessory, but can provide for additional protection of new applications of known devices
under the frame work of a new legislation in Germany. An additional route of protection for
DiGAs is of course under the provisions of copyright law. Thereby, DiGAs can significantly
contribute to a company’s IP portfolio.
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Whether or not German DiGA legislation will be successful in promoting digital
healthcare remains to be seen. Critique has been voiced with regard to the relatively bureaucratic
procedure for getting DiGAs registered. Even for entry into a trial period, costly certificates
regarding safety of use and data protection have to be provided. Only apps with low risk classes
are reimbursed, according to current German legislation on standard DiGAs, while risk classes of
medical devices in general have increased. The decision whether a digital health app is included
in the register, which allows its reimbursement, lies solely with one German agency, the BfArM.

Nonetheless, without ignoring possible shortcomings, this legislation does show a way
out of Germany's digital slumber. It provides manufacturers with a chance to expand their
business while at the same time helping patients. In any case it is, as one consultancy put it, “good

enough to try”.



