Hip & Knee Arthroplasty

CASE STUDY 1



[ Selected RWD ][ Included ][ Eligibility ][ Screening ][Identification]

Records identified through database searching (N=2387)
(n =100 EVU) (n = 116 ITA) (n = 126 SP) (n = 122 FR) (n = 137 FI) (n =
290 DK) (n = 181 ENG) (n = 110 CH) (n = 233 NO) (n = 197 NL) (n = 29
BE) (n =393 SW) (n = 282 DE) (n = 71 HU, RO, PL)

l

Records screened after duplicates removed (N=2372)
(n =100 EVU) (n = 116 ITA) (n = 126 SP) (n = 122 FR) (n = 137 FI) (n = 290
DK) (n = 181 ENG) (n = 95 CH) (n = 233 NO) (n = 197 NL) (n = 29 BE) (n =
393 SW) (n =282 DE) (n =71 HU, RO, PL)

A\ 4

Records excluded (n = 1338)

* type of data source (n=458)

* non-empirical study (n=251)

* country of setting (n=105)

* obsolete source of RWD (n=671)

* study subject (n=506)

l

Full-text articles assessed for eligibility (N=1034)
(n =56 EU) (n = 86 ITA) (n = 60 SP) (n = 63 FR) (n = 125 Fl) (n = 204 DK)
(n =181 ENG) (n = 5 CH) (n = 86 NO) (n = 43 NL) (n = 4 BE) (n = 71 SW)
(n = 31 DE) (n = 19 HU, RO, PL)

\4

Studies included (N=518)

(n =25 EU) (n =37 ITA) (n = 19 SP) (n = 8 FR) (n = 106 FI) (n = 161

Full-text articles excluded (n=516)

* type of data source (n=155)

* non-empirical study (n=43)

* country of setting (n=54)

* obsolete source of RWD (n=220)

* study subject (n=102)

* no access to full test (n=16)

DK) (n =38 ENG) (n=3 CH) (n=73NO) (n=9NL) (n=0BE) (n=
21 SW) (n =15 DE) (n =3 HU, RO, PL)

'

\ 4 l v v l

v \4 v v \4 \4 v
EU ITA SP FR FI DK ENG CH NO NL SwW DE HU, RO, PL
* Combination of * RIPO (n=25) * Catalan registry ||+ Hospital * FAR(n=61) * DKAR (n=14) * National Joint * Geneva Hip * NHFR (n=5) |[* LROI (n=8) * SKAR * German * Hungarian Knee
national * RIAP (n=1) (n=13) database (n=2) * Finnish National * DHAR (n=50) Registry (n= 33) Arthroplasty * NARA (n=17) |[* Radboudu (n=8) Arthroplasty Registry (n=1)
registries (n=11) * ROLP (n=1)  Administrative ||+ Observational Hospital Discharge (| * Danish Knee Ligament _ * Hospital Episode || Registry (n=1) * NAR (n=47) mc (n=1) * SHAR Register (n=2)|| * Polish registry
K ) R K Register (n=13) Reconstruction Registry (n=11) v i
* IDES Orthopedics * Hospital data (hospital) studies (n=4) « FAR & FNHDR « Danish National Patient Registry Statistics (n=5) * SIRIS (n=1) * NPR (n=2) (n=10) * 50bs. studies (n=1)
* (n=6) discharge data (n=4) * International (n=12) (n=32) * National Hip * Medical * NOIS (n=2) * NARA (n=10) ¢ Obs. Study in
* EOR (n=3) (n=8) * Various study (included * NARA (n=17) * NARA (n=21) Fracture statistics of (n=7) * Multi- Romania (n=1)
* Other studies * Multiple observational in EU studies) * Others (registers, * Various registries (n=11) Database (n=1) Swiss hospitals national
(n=5) registries (n=2) studies (n=2) (n=2) observational * LCFC (n=15) (n=1) studies (n=3)
studies) (n=3) * Observational studies (n=4)
* European-level study (n=1)




Transcatheter aortic valve
implantation (TAVI) and mitral
valve repair (TMVR)

CASE STUDY 2



Records identified through database searching (N=945)
(n =107 EU) (n = 140 ITA) (n =62 SP) (n = 113 FR) (n = 14 FI) (n = 32
DK) (n = 15 ENG) (n = 93 CH) (n = 14 NO) (n = 76 NL) (n = 19 BE) (n = 15
SW) (n =196 DE) (n =49 HU, RO, PL)

l Records excluded (n =319)
Records screened after duplicates removed (N=924) « type of data source (n=135)
(n =107 EU) (n =139 ITA) (n =62 SP) (n = 113 FR) (n = 14 FI) (n = 32 J| * non-empirical study (n=58)
DK) (n = 15 ENG) (n = 73 CH) (n = 14 NO) (n = 76 NL) (n = 19 BE) (n = 15 «  country of setting (n=55)
SW) (n = 196 DE) (n = 49 HU, RO, PL) + obsolete source of RWD (n=47)

study subject (n=25)

Full-text articles assessed for eligibility (N=605)
(n =92 EU) (n =90 ITA) (n =49 SP) (n =78 FR) (n = 7 FI) (n = 19 DK) (n =

15 ENG) (n = 32 CH) (n = 14 NO) (n = 76 NL) (n = 19 BE) (n = 15 SW) (n =
73 DE) (n = 26 HU, RO, PL)

Full-text articles excluded (n=274)

* type of data source (n=82)
* non-empirical study (n=30)
* country of setting (n=147)
v * obsolete source of RWD (n=66)
Studies included (N=331) * study subject (n=18)
(n=84EU) (n=46ITA) (n =16 SP) (n =35 FR) (n =0 FI) (n = 3 DK)
(n=3ENG) (n=28CH) (n=5NO) (n=17 NL) (n =6 BE) (n =2 SW)
(n=73 DE) (n=13 HU, RO, PL)

l \4 \ 4 v l v v l \4 \ 4 \ 4 \ 4 v

[ Selected RWD ][ Included ][ Eligibility ][ Screening ][Identification]

EU ITA SP FR DK ENG CH NO NL BE SW DE HU, RO, PL
* 22 international * OBSERVANT * Spanish Cardiac * FRANCE 2 (n=20)|| * Obs. * UK TAVI registry || 1RWD » NCT 02321514 ||* PRAGMATIC ||+ European/ * SWEDEHEART||* TRAMI (n=4) * Cerebral oximetry-guided
registries (n=66) (n=13) Eatheterlzlattlon antc'l « FRANCE TAVI studies (n=2) source (n=1) AS (n=1) multi- (n=1) . ngRrT;n C—;—)DRG system (n=2) transcart(?nd TAyItho(Spltla)I
. . oronary Intervention - - . . - . . . . * n=. prospective registry (n=
6 Other - CoreValve Registry (n=5) (n=5) (n=13) Observatlorjnal (n=28) E.urop'ean/mul Europe‘tm/m national European/ « German TAVI Registry (n=20) « Polish national POL-TAVI
observational (n=9) « Spanish TAVI national * FRANCE (n=2) study (multi- ti-national ulti-national sources (n=6) multi- - Other registry/obs. Studies registry (n=4)
studies (n=18) * ITER (n=7) registry (n=3) * Hospital national) (n=1) sources (n=4) sources (n= national (n=17) « Balloon aortic
e |-TA (n=3) + IDEAS & PEGASO (n=5) database (n=1) 16) sources (n=1)||+ German Quality Assurance valvuloplasty (BAV)
¢ RISVEPA (n=2) * Hospital discharge data [ [ « Massy TAVI Registry on Aortic Valve hospital prospective
« Obs. Studies (n=1) database (n=4) Replacement (AQUA) (n=3) registry (n=1)
(n=12) ¢ Obs. Studies (n=2) « Obs. studies * Multinational studies (n=22) . :\/Iul;)i-national studies
(A=3) n=




Robotic surgery systems

CASE STUDY 3




[ Selected RWD ][ Included ][ Eligibility ][ Screening ][Identification]

Records identified through database searching (N=238)
(n=27EU) (n=791TA) (n=12SP) (n=15FR) (=3 FI) (n =9 DK) (n =
5ENG) (n=29 CH) (n =11 NL) (n = 13 BE) (n =7 SW) (n = 24 DE) (n =4

HU, RO, PL)

l

Records screened after duplicates removed (N=236)
(h=27EU) (n=791ITA) (n=12SP) (n=15FR) (n=3 Fl) (n=9 DK) (n =
5ENG) (n =27 CH) (n =11 NL) (n = 13 BE) (=7 SW) (n = 24 DE) (n=4

HU, RO, PL)

A\ 4

l

Full-text articles assessed for eligibility (N=124)
(hn=12EU) (n=28ITA) (n=9SP) (n=9FR) (n=1Fl)(n=3DK) (n=5
ENG) (n =1 CH) (n = 11 NL) (n = 13 BE) (n = 7 SW) (n = 24 DE) (n = 1 HU,
RO, PL)

\4

Studies included (N=40)
(n=4EU)(n=141TA) (n=3SP)(n=4FR)(n=1FI) (n=3DK) (n=
2ENG)(n=0CH)(n=2NL)(n=3BE)(n=1SW)(n=3DE)(n=0

HU, RO, PL)

Records excluded (n =112)

type of data source (n=21)
non-empirical study (n=19)
country of setting (n=14)
obsolete source of RWD (n=7)
study subject (n=51)

Full-text articles excluded (n=84)

type of data source (n=8)
non-empirical study (n=17)
country of setting (n=17)
obsolete source of RWD (n=12)
study subject (n=41)

'

v

v

v

!

v

\4

'

\ 4 \ 4

v

EU
* 6 RWD sources
(n=6)

ITA

¢ 14 RWD sources
(n=14)

SP

* 2 RWD sources (n=2)

FR Fl DK ENG
* 4 RWD sources * 1 RWD sources * 3 RWD sources * Hospital episode
(n=4) (n=1) (n=3) statistics (n=2)

* Meander

* (n=1)
* European study

NL

Medical Center

(NCT03172572)
(n=1)

BE SwW DE
* ROBUST-2 * Sahlgrenska * Prospective
e (n=1) University institutional
* European Hospital database
sources (n=1) ¢ (n=1)
(n=2) * Multi-national
* (n=3)




