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L Bi9isel 23he A|mARet gl ARARE sk A ojmujo M AA] R i
& AAE o8 Al E=RE gof B HgolR SAEAL s ARARe] 7t SUIskaL
AL Q7 7]Eo] WAIsaL Qlo] ARA R Hl8-2 U5 ST A0 of i,
A AmAEe; ot} feuete] AR A 5 7 ® AR A
Wde mhelr] fisf Al i) ARpte] AleE stal vt S Al AR 2ol 4
5 2lshr] SRt A 2AF, AR o] AFRA] B sl s iAE
ABRAR A2} B U7HE AR W7F 2AF, T30 o B AdRbaele] A4
H7keto] Rfgolt g o, F5<k, Adade A=gske AW ool st
Al pEjuEtel AR AR AR RS B HAtke ZRAo] At
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2. A KB O] HAHIA
7h mapAo| AZHY HE

Lt 358U S AR HIXHE ] Y9I HAIE TSk 2008WFE M=
o] 2 7] o] L=/} A (Tarification a lactivité, T2A) S A|8Y5}aL Qlth T2A: 7]&3], B84, <14
s LRt AR Aeke] $ha T1EAet AU 1EYS o R TS APl diEE
O mH|go] a7 Aol agtEo] Qlo, UEA R Fupr} oo Ui SmAlEolL A4,

FAL, CloRE, ARAR 52 AMAOR Fobg st gl
L}, X222l S5

Zfie ArAw Al Qmr)7|eh aaA o5 ARSaL Q). ow7]7]= QAAESE
= AlQfgt Al Al o= 0] HA o ATl E A4 thy 52 2@E O] ARRE= =, 7|
T, ), AR, AES Qulsh 77U AL Eof e T%%Ek‘”

Oz 7| oA AREShE A EARe Aol uhe) Yol AR HAdE= A
A, ol SEAlEHA)ol 23t AmAE, Y E’l QlefjollA] HER HAkS W= X
BARR Uhs 4= Qlo), HEg B AR R AR RSSOl LPPR)Yo]| SA =, o
HHg (generic) A2 E} A5 (brand name) A=A 22 F-E T}

Ay A wmAEE A s W EA o whet vt g o= WA Qlok, Y T1Eel 9l
= ARz AlEgolu AlzAbgol Adakglo] shute] dRbg og AE AL AR Fols ]

r*°
S
}JF

|

S Ele, W Sz o]ofA dnby 2| mA e Hsl] Sole] = Al AAHEY A=
T FekE E AoR oidElE AlkE, 2HAF oS flel v Hadh Al s AR RR
SAE, A ARAEs AFE AlRALel wet ZEE JEA o Holsin] 4kt =gt
=0 nje} geji,
1) Z2A9| 9|2 7|7 |(Z A0 Dispositifs Médicaux, @0 medical device)= Pe|Ltet ALEEC| X ZMHEE

LS D A0 2 Dol KETE 2 8018 St 7|58
2) GHM(ZZA0{ Groupe homogene de malades, S Group homogeneous significant illiness)
3) GHS(HE“\(H Groupe homogene de séjours, 01 standard hospital stay group)
4) Xtz 3B 1L5211-1(Code de la santé publique - Article L5211-1) BIAHO| E: www.legifrance.gouv.fr
5) HE‘EE“ K| 2= (Z A0 Liste des Produits et Prestations Remboursables (LPPR), &0 List of reimbursed

products and services)



x HEHPAAEIIY

XEN=
(mefical device)

generic brand name
EEE St HEE M ks
THIEE, MEAE HEE, MEAE
T2 IE QS ==

ZERIHT2A)EY Helz

GHS : ZZA0{ Groupe homogene de séjours, E0{ standard hospital stay group
GHM : =&t Groupe homogene de malades, @01 Group homogeneous significant illiness
=

2tA 0]
LPPR: =& A0 Liste des Produits et Prestations Remboursables, G0 List of reimbursed products and services

13 1. ZA MBI NSl 12 25

Ct X2 &2 SX R 714 E%

AgAfze] A 9 7HAAEe AnAEY] 139, T2A, JmA2|(A%)2] Yelme] 2£3He]
o] Qli=A], HERAHLPPR) E|i=Aof ufe} thEr)

A T2AC 33t El= AR EE M) 54 2ol glom, AE-S Lot} sl o=
718 AAREE A YT S ek v o m AR (M) 9] B9lEel ok AR Es
SR ALY (o8t HAS)® o] A3 R W 7 7|% H7FH3](o]st CNEDIMTS) 2] H7}
AE ER 5% S vet ‘BB AE AT o A S A BE IA7E
deHgo] ARt o) UEFVFATY 2F WS Foll 7S BYE = Al
= APgEct,

:\Eﬁ
H

6) HAS(Z2tA 0] Haute Autoritée de Santée, 0 National Authority for Health, & 22| &2])

7) CNEDIMTS(ZZA0{ Commission nationale d'éevaluation des dispositifs méedicaux et des technologies
de santée, F01 national medical device and health technologies assessment committee, X| 2= 9 2|2
71E Borel )

8) CHAP(ZZfA0{ commissions de hiérarchisation des actes et prestations, 2| 2Al& S29|¥3)

9) UNCAM(ZZA0{ Union nationale des caisses d'assurance maladie, &0 national association of health
insurance funds, 4427 |2¢HE)
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CHAP : =& A0{ commissions de hiérarchisation des actes et prestations

CEPS : A 0] comité économique des produits de santé, Z0{ Healthcare Products Pricing Committee

CNEDIMTS : Z&A0{ Commission nationale d'évaluation des dispositifs médicaux et des technologies de santé
H0{ national medical device and health technologies assessment committee

HAS : T2FA0{ Haute Autorité de Santé, 0{ National Authority for Health

UNCAM : Z2tA0{ Union nationale des caisses d'assurance maladie, @0{ national association of health insurance funds

132 ZyA NEMEO| Fof Y BAE

e Ay Be A ARAR S shuE AH

PRssh] ez ABLOREIAA L] S5 Sl w2 B4} 5ot

10) ANSM (ZEZ A0{ Agence nationale de séecuritée du méedicament et des produits de santée, @01 French
National Healthcare and Medicines Safety Agency, T2t A AZO|OFE QI N)



7|t A (service attendu, SA)QF FARRE A A met Blugle o /34 ZIdaxst 7HA
(L'amelioration du service attende, ASAID)E|QI=2]& B ]3I},
°]%- ASA9) % = 7IRte= A9} CEPS| 7H @A Soll A7HElolA HAtshs 1L
A7Ee} AR AT, A AAIR] AR A EA R R AR kel AT F At
o mlgolut 7jsA S4E e ARAR(GS, wG7F 5)9 A ARrkE o] =5
Aok

G glom], o714 MAgs Aol At Rehes: o] qlek
Arst7H(price)
A 7Htariff)

HEx fE < Price = tariff

r

HZA HZB

T2 3. LPPR AHZ T X| 20| AFgH HIAl

3. TYAQ X| &l & AEEE] M=
7t. 25 XX H|(review of generic list entries)

2004\ ARERAGH 714 02 LPPROY| GA1E duby A2Ame] B3l S 717kl X 54
o8 W7o} 51 TR AF 7Pt oA m A9 QA AR AB RS T 2 ek AR
A 55 Ag8] Al CNEDIMTS7F G4 ol drby Amafjme] 2455, A, AHg-daket
7He| e Aol CEPSE o HESRL dAeke] 7H @Ake legsic), CEPS+ afjwlct
HRg Aoto] 55 AHE Adetal gt W AlES AR nsior 517 wfitell AAl7to)

A8, 20140 4714 GHbg A B R 5ol AulE Zlo.2 2ARE T

11) ASA= I8 MIE0| Yt E= H4EHOE S =XE Ttz 7|E0| EICh ASA= & CHE S&(major,
substantial, moderate m inor, absent) 2 2 LIF0{X|H ASA | ~ IVS&(major~minon2 A EE XA 2MHE=,
ASA V S3(absent)2 LetH X2 == S EICH
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H1.2014E L8HY X 2B S5 XYH|

1 Energy storing prosthetic feet

2 MD and associated services for oxygen therapy in cluster headache treatment

3 Home-based parenteral nutrition

4 Bilirubin control and phototherapy devices for treating Crigler-Najjar syndrome type I

X2 1 CEPS. French Healthcare Products Pricing Committee 2014/2015 Annual report

Ll B4 X ez HEH 714 M2

xeki= v o3jo A AR AEmiYE FAsk=t, AEARElE AAA @ prior) O &
ZAof| what Qlake-e AASH= 714 Ql8Hprice/tariff reduction) 7]%0] A}, Q18} A4 A&
O] ZA| Ak, 53] vk, Au|Ee] EA4f offto] upe} o] foj x|z A0 & YA|E|o] 9loit A
2 F520] Tfjek(sales) H5, FH GHIHEY, A9, ojgtelol, A=h)e] 712 <ls)

<k

714 QI8k= LPPRO| ol whet th2 7] A-g-&n|, LPPRO] 7} F-tutet szl o3k
7123} CEPS 7He] 94-8 SallAl ke A4shA "ot 7H e ada) 22 o)A 4]
AR AR R ARSI et W APArY AR R S Az Aol T1E9] s
7b Hek 714 Qs dlg FEte] AA7E AbERA 9 7R 4= (015 URSSAR) 1Y)
of T} o]o] FHEsl= Ao R 714 QlekE tiAlsly o] MATE 2L o]FAA
ob=tt 20149 2| mARE] 7HE Qlst T oF 9% 3uint 2 (315} oF 1
© 7 UePgrh(Eaas 20149 gl A BARE 730 G2EH} oF 9% 63290 HIFS

A=),

>~
il

m

12) AL EE X ESH (XA Objectif National Déepenses de |'Assurance Maladie (ONDAM), €01 the target
annual national health insurance budget): 2|2[0llA OiE X E=HFHS =HSI L, BAR0|M S2EH(ER,
QY ol/HoRl MEHH §) U XNHEE SHXEAS Lot

13) SNITEM(ZZA0{ Syndicat national de l'industrie des technologies médicales, E0{ national medical
technologies industry trade association, X| 22 A5} 3))

14) AFIDEO(ZX 2 A0 Association des Fabricants Importateurs Distributeurs Européens d’implants Orthopédiques
et traumatologiques, E0{ Association of Manufacturers importing European distributor of orthepedic
implants and trauma, 2|4 % &) XI2ME 2 ®E AY)

15) URSSAF(ZZA0{ Union de recouvrement des cotisations de securite sociale et d'allocations familiales,
F0f Organizations for the payment of social security and family benefit contributions, AbS| 2% 8l 7F5 8
S A4l A EEV g A NS Fedte 78



B2 ZY2 2328 XSS H0| 12 20140 MEHE BLAQ011-20144 U5 2R
EF9]: 43t @2 (EUR)

Dressing items (2011) -0.061

Breathing equipment (2011) 3.285

Insulin pump therapy (2012) 1.691

Insulin pump therapy (2013) 0.515
Self-treatment and self-testing equipment (2013) 6.523

Nutrition including brand names (2013) 8.021

Dressings (2013) 0.802

Viscoelastic (memory) foam cushions (2013) 2.797

XIS AFS]2 Viscoelastic (memory) foam cushions (2014) 1.654
(Community)  |ncontinence (2013) 12.931
CPAP and remote monitoring (February 2013) 4233

CPAP and remote monitoring (October 2013) 5.0013

Brand name dressings (April 2014) 0.122

Insulin pump therapy (2014) 3.459
Self-treatment and self-testing equipment (2014) 2,921

Brand name and technical dressings (2014) 3.788

CPAP and remote monitoring (2014) 1778

Sub total 59.460

Drug-eluting stents (2011) 1.933

Meniscal repair systems (2012) 0.174

Drug-eluting stents (2012) 0

Orthopaedic hip implants (2013) 15.128

Abdominal aortic endoprostheses (2013) 1.935

(Hi%:t)al) Conventional implantable cardiac stimulators (2013) 6.623
Intracranial stents (2013) 0.018

Drug-eluting stents (October 2014) 1.771

Non-active and bare-metal stents (October 2014) 0.448

Orthopaedics including hip (October 2014) 5.856

Sub total 33.886

Total 93.346

Z 1. 2k 23 7| E(effective date of the reduction)
2. community: 2f= = HRL of=0lM 2f2f 2titol MY = Azi=z
3. factors in the EUR 12.001 million deduction corresponding to the cost incurred by the temporary rise
in the CPAP tariff
4. hospital: H&l2| Y X0lA| MY E X2 E
Xt=: CEPS. French Healthcare Products Pricing Committee 2014/2015 Annual report
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* 68

Ct 2% 2B ASF/E3A0] M2 714 £ Y &4
A AR 7H AR o] AAIA QI B A& whe]ekal S AR/ vlEa ol uhE 714
%7 9 Zh= AREA R (a posteriori) R A% o] sty LPPR 2|&A4 & A4l o]F
A= CEPSEF Al 7He) 714 AdollAl Alsee] aAI7F 9 437 Ajofo] o] 4 #int ofuel,
A|E2] A (unit volumes) ¥} W& (sales turnover)of] wh2 ol 27 W Fh=of| gl 4174
< Fofgiet

Mz 9 B 7F AlEL] ARkl whet e A= A 2t e A
TSl uah G A= g-sA] 2R Lt Aok whet PAl= wid ARk} uijE
TN o] AR5 CEPSO| Al&sfjof g},

.

H 3.20144 x| 2B &4-2%(clawback payments, 2013 &4 AN L)

el R2(EUR)
g u4 2
i =% (Individual clauses) 3,229,791
38 X% (Pooled clauses) 6,427,976
Abdominal aortic endoprostheses 1,844,485
Mechanical circulatory support devices 696,357
Cochlear implants 7,000
Deep brain stimulation system 379,162
Intracranial stents 151,784
Spinal cord stimulators 3,349,188
gt (All clauses) 9,657,767

Xt=: CEPS. French Healthcare Products Pricing Committee 2014/2015 Annual report
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ol

i

Byl IHAEH _
,‘0_4;17f> T &R os R= (P, —Pyl=N
Py=lax P)+[(1—a)x Px
(Hho<a<1)
Espl oz
(=] = ==
6;_1IH7|—§TC')_| 42 HNAXE S
Pyo= XA} P 1)\|7HPrices/Tariffs)
PSRy n LSS ®Z Q| oA ALE R
N RIBS AR A8 R g o
CAPA CARA
@ & £ g

v
(M= a9t e 7t Aok 2HE)

XtZ: CEPS(.2015)

AL o] 27ke) Bl A itk 1w Ajolgolt sk 742 2A5H 9k
1, ulgo] AR AL o Aol Folte $etal 7h 4w Qlefgie), #has
oF 27 714 9] Apolofl AA) AR 3t gholek,

2700] whef 7hAo] QIshE ol s 1wmo] ARGRH(N T)o] A ARSRH V) gal
P, (@A) > Py (ZA 7] O, R = (P,—Py)=N o whg} o] 371 S427) o]
=y

CEPS® el A= Aol 2= St Jiah 2] URSSAF 275 ¢histaL, sl

U= CEPSe] et g olls Hareke),
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B 5 ALYl M2 72 XX L 24T oA
DATHP): 1592 OIAFALRZH(y): 1,0007H AHALRZH( 7 ): 2,0007H
A4(a): 075 A4(2):0.9
e Lo kS 78k ofefjel ol AT RS 2L Skl A Esfjof $it
I@ﬂ:(gxl)\\ﬂ)ﬂ(l _.:)XJ_A‘7+X Z!;?:gs:it ]
= (075X 15) +[ (1- o75)x15x<1°00)]
2,000
1312592
oi7lol TEZ onchustet, B2~ 0,75 < 09 o) ajof
S139 = (BT} - TE) x ANE
= (15 92 - 13.125 92) X 2,000%
=3750 92
13.125 R 22 1 A|7H(tariff) 2 = OF oiCt.
CESt M= 3,750 R2E & :“’—'.' X| ZloF Stk
F ALY M4 5 el IR 4419
2) Z0jE2Udof| M2 7tA 2% L 34
LPPRO| SA1E AEY ABARE 712 @obA] s Al s Yo &
(CATTTCy)Z} 2t A9 sA 2] Ful&a-H(CATTTCyx)oll whet 714S 24 s}ar o]ol+
S AARRE st = Qe sy Sl AlEe] NH Z ulEgo] AEe) V=g
(CATTTCyRef1)102 AF3]3lH AbAlof| wpe} ghggolo] WrAaln o] 7]of 7|59l
2(CATTTCyRef2)S i#&%%ﬂﬂ~i7ﬁtfwﬂ%§%q
CEPSt QAIRNE wjEsf 5 A 2 f-gol gt EE Alarkx] oFar Qlc} wjFo] A
o B oo ol Al Wi el e, of SOk Aake

& A EBtES Tk

16) 712241, 2(CATTTCyRef1, 2)= CEPSS} X 2= H| 7He| & 2| sto
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o 7|.axx4

X

Bl FIHAZRTY & EH

HBEHNAEII

HEALTH INSURANCE REVIEW & ASSESSMENT SERVICE

29} mpb7kA] HhAl 0 2 st A= CEPSO] Wit Wit

H 6. MEgd M2 714 2 Y S3H LA
=2 8 Ara)
CATTTCY,
a0 R, —ax(CATTTCY — CATTTCyg ) im]
o p<a<
CATTTCy = CATTTC g, 1y (2, figase)
eI
. CATT]

sa30 R, =ax CATTT g, + b7 (CATTTy— CATTT O, o )| % (e cwrrrrﬁ
s [== R |

(B o<a<b=1)

CATTTCh > CATTTClig, 4

HHzE P,

[ (CATTTOR— Re)
AT,

I

Po

CATTTCy D ZZA L YRS & 0iE2Y
CATTIC ) YRS 7|2 2]

R et 2o P i mEIE Py DA Hariff)
g b= 7 AL 2EE

CATTCY, D XYHC| VXIS tHE2
CATTTC,, YHZ| 7|22

Lt ARA
a A

by

o2

XF2Z: CEPS. French Healthcare Products Pricing Committee 2014/2015 Annual report
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3. Lt7HH

Feuete) AR M B BAvhs AR ARe A7V A=A Bl H o]
Hjsl Ao HERAL ARARe AP Y OR o] dHlY ARARE DAVIR, A

18 AR RE BdE S APAAIR BAEAL ek, AR AR A Rs A7 Al W
8l 288 S Q= ABANERZA] SR A ALLF71AE FABHE AT} EA]o] ALEThE]ofA]
= ul8-g SAIEE] s AR E SllE el uhE 7hA 24 9 gk Al=E AlstaL 9l

A Seuteke] AAm A X RAR ISR vl &S oF 3,195 2 u]FS A4

erovt MmRAR ARAR 47t A3 S/t Qo AeRs|4e) HEE ulgo) ue &
A8 e off 8 & ), Weay s 43 vet de wdet
A7) AR F 4 ol ARARE AR HES BAlsl] Sla) W] Al A)
S5 Aok o) A s et X

TR

AL EHMAEIH,. 2015 TI2H| SAXE. @5 AT EEMAFE I 2016.

EollRl. A0 o|27|7| Z0] 22| AA| HIRAEHM S 2015,9(2).

CEPS. French Healthcare Products Pricing Committee 2014/2015 Annual Report: 2015.
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HAS. Medical device assessment in France Guidebook. Paris: HAS; 2009.
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