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MHRA Medicines and Healthcare Products Regulatory Agency

BGMA British Generic Manufacturers Association

TEVA UK

Unichem

S&S Chemists

William Harvey Hospital NHS
Eastbourne District General Hospital

CEPS Agence francaise de sécurité sanitaire des produits de santé

AFSSAPS Agence francaise de sécurité sanitaire des produits de santé

Conseil National de I' Ordre des Médecins

Conseil National de I' Ordre des Pharmaciens

Groupe hospitalier COCHIN-SAINT-VINCENT DE PAUL

CNAMTS Caisse National d"Assurance Maladie des Travailleurs Salariés

SANDOZ
PHARMACIE DE LA ROTONDE




IFA

Adler Apotheke
BKK

BMG

AOK Berlin

KVB

G-BA

BPI

CRS(The Congressional Research Service)
NCPA(National Community Pharmacists Association)
PhRMA

GSK(GlaxoSmithKline)

Mercy health partners

CMS(Centers for Medicare & Medicade service)







1946 NHS
National Health Service Act of 1946

a)

b)

c)

d)

1-1
NHS 1942
NHS
1-1
GDP 5
1) 2) 3) (1973=100)4)

1996 43,522 3,335 4,199 51,056 878 240 5.7 1.0 6.7
1997 45,660 3,611 4,377 53,648 920 245 5.6 1.0 6.6
1998 48,138 4,019 4,692 56,849 972 254 5.6 1.0 6.6
1999 52,264 4,462 4,992 61,718 1,052 271 5.8 1.0 6.8
2000 57,067 4,927 5,265 67,259 1,142 292 6.0 11 7.1
2001 62,892 5,719 5,772 74,383 1,257 314 6.3 11 75
2002 69,734 6,695 6,266 82,695 1,394 337 6.7 1.2 7.9
2003 78,660 7,216 6,542 92,418 1,552 365 71 1.2 8.3
2004 86,324 7,690 6,750 100,764 1,684 388 7.3 1.2 8.6
2005e 95,951 8,118 6,434 110,503 1,835 416 7.8 1.2 9.0
2006e || 104,101 8,676 7,199 119,976 1,932 442 8.2 1.2 9.4




D

2)
3) NHS

4) GDP

5)
e OHE

Compendium of Health Statistics 2007, p.71, Tab. 2.1
Consumer Trends (ONS).

Annual Abstract of Statistics (ONS).

Economic Trends (ONS).

The Government®s Expenditure Plans (DH).

Department of Health Departmental Report (DH)

Health Statistics Wales (NAW)

NHS Board Operating Costs and Capital Expenditure, ISD Scotland (1SD)
Public Expenditure Statistical Analyses (HM Treasury)
Laing’ s Healthcare Market Review (Laing and Buisson)
Population Projections Database (GAD)

NHS National Health Service
GP General Practitioner

GP
a)
GP
GP 1 GP
GP GP 6
GP
GP
GP GP
GP
GP
GP GP NHS
PCT

1 GP NHS Direct
www.nhsdirect.nhs.uk/ Find a local health service




b)

GP
patient GP
NHS
NHS
NHS
NHS
) PCT Primary Care Trust
GP district nurse
PCG: Primary Care Group
2002 10 PCG PCT
2006 NHS 80 PCT
PCT GP
PCT
NHS
a) DoH Department of Health
NHS
3

NHS

elective

PCG

NHS
NHS

PCT

PCT



NHS

NHS

b)
MHRA Medicines and Healthcare products Regulatory Agency
2003 4 MHRA
Medicines Control Agency; MCA

Medical
Devices Agency; MDA
600
Yellow Card Scheme MHRA
¢) NICE
National Institute for Health and Clinical Excellence
NICE
1999 4 NICE 2000 2004
2006 4 1 Health Development Agency
National Institute for Clinical Excellence National
Institute for Health and Clinical Excellence
NICE
100
337 (2006 11 22 )
NICE
NHS
NICE
Scottish Medicines Consortium (SMC)
Health Technology Appraisals
2006 11 22 91
58 3 2 61
21 20
2005 STA Single technology
appraisals
MTA (Multiple technology appraisals) 2



14 STA 1 7

10 STA 1
1 MTA STA
NICE NICE
GP PPA Prescription Pricing
Authority PCT
PCT GP

( 4-(1)- )

d) Healthcare Commission
Commission for Healthcare Audit and Inspection
Healthcare Commission

2004 4 CHI
(Commission for Health Improvement) NHS
NHS PCT

2004 0 3 4 star ratings
2005 The annual health check

NICE

National Target GP 48
GP 2
4 2007 2
The annual health check
4 excellent, good, fair, weak

The annual performance rating
www.healthcarecommission.org.uk

a) Family health services
GP General medical services



GP

60

b)

NHS

Pharmaceutical services
Ophthalmic services

Dental services

GP

GP

Pharmaceutical services GP

2

PPA (Prescription Pricing Authority)
6.85 2007

16

50%

Hospital services
GP

Community health services

GP

-10 -

16 18

(2005

NHS



(PMI: Private Medical Insurance) HCP:

Health Cash Plan PMI HCP
2006 81.8
62.2
29.5 1-2 1-3
1-2 ( )
Unit
1998 47.7% 15.2% 62.9% 37.1% 498.3
1999 48.3% 17.7% 65.9% 34.1% 514.7
2000 51.8% 19.2% 71.0% 29.0% 536.3
2001 52.2% 21.9% 74.1% 25.9% 570.5
2002 53.0% 23.0% 76.0% 24.0% 600.0
2003 55.4% 22.2% 77.8% 22.2% 631.8
2004 57.8% 21.3% 79.1% 20.9% 667.6
2005 59.3% 20.8% 80.1% 19.9% 770.7
2006 62.2% 19.6% 81.8% 18.2% 730.3
1-3 ( )
1998 15.4% 34.7% 50.1% 49.9% 4,454.0
1999 18.2% 38.5% 56.8% 43.2% 5,026.4
2000 21.6% 40.9% 62.5% 37.5% 5,300.1
2001 17.8% 47.3% 65.2% 34.8% 5,804.3
2002 19.9% 48.1% 68.0% 32.0% 6,509.4
2003 23.7% 46.6% 70.3% 29.7% 7,139.5
2004 26.3% 44.7% 71.1% 28.9% 7,677.6
2005 26.4% 44.4% 70.8% 29.2% 7,500.6
2006 29.5% 42.4% 71.9% 28.1% 7,724.0

Prescription Dispensed in Community Statistics for 1996 to 2006 ;England,
Department of Health, July 2007

-11 -




GP

30
2007 4
e PPRS
M W
PPRS M W
PPRS ABPI Association of the British Pharmaceutical Industry
M W BGMA
British Generic Manufacturers Association
ABPI BGMA

PPRS: Pharmaceutical Price Regulation Scheme

PPRS PPRS
(NHS: National Health Service)

NHS

PPRS
ABPI

PPRS 1993 10 1999 10 2005 1

3 2-(2)-
PPRS

-12 -



PPRS

a) PPRS

PPRS PPRS ABPI
ABPI PPRS PPRS

NHS
2500 AFRs Annual Financial
Returns 500 2500
NHS 500
AFR
PPRS 170 40 2500
AFRs
PPRS 5 2010 1
2007
b) PPRS
NHS medicine PPRS
NHS medicine NHS
GP

NHS NHS

PPRS

NHS oTC

NHS
PPRS
GP NHS
GP NHS
GP NHS

4 Department of Health (2004) The Pharmaceutical Price Regulation Scheme 2005, p5

-13-



125 2005 1
PPRS
PPRS

PPRS
c) PPRS
EMEA:. European Agency for the Evaluation of

Medicinal products MHRA: Medicines
and Healthcare products Regulatory Agency

PPRS
5
NHS NHS
d) ROC: Return of Capital
PPRS ROC
ROS 2 R&D
ROC
ROS
PPRS ROC

5 The Pharmaceutical Price Regulation Scheme 2005, 24.9 P16

-14 -



21 PPRS
ROC 21
140 40 8.4
29.4
29.4
R&D
ROC 17
40 6.8
65
e) ROS: Return of Sales
R&D
ROS NHS
3.5 ROC 35 6% ROS
f)
PPRS
ROC
NHS 20
NHS 15
NHS 30
0.25
20 5
3
28 1993
19.5 1999 23
t))
NICE
1999 PPRS
1.6 2005
ROC21 NHS 4
ROC17 NHS 2

-15 -



PPRS

2005 PPRS 2004
2005 1
PPRS
7
7
2.5 1993
PPRS
PPRS
PPRS
2005
PPRS
PPRS NHS
1999

NHS

4.5

Economic Research Association(OXERA) 6

1999

6 OXERA

60

5

-16 -

100
NHS
2005
7.0 2005
5
1999
Oxford
3 2



2000 8 The Statutory Maximum Price Scheme

2001
OXERA a b
2003 9 BGMA NPA
NHS
PPRS M
W 2 M
W
M W
2005 4
Drug Tariff 7 2000 8

The Statutory Maximum Price Scheme

e) NHS

b) 2 Market
Authorization 2

d) 3

7 M A B C Drug Tariff

-17 -



3,6,9,12

purchase profit 5

1-4 5
Pharmaceutical Service Negotiate Committee
3-(1)- -b

1-4

DH ) Department
ja:lnl’ Health —

Fervpiin s =
[ripE

2 =

mn'rurl
. ’ w‘_*m

J'-‘l'rl'nln- 1 b LU

-18 -

1
Pharmacy
Formula
Drug Tariff
PSNC
1



Drug Tariff

3-(1)- -a
PPRS
HA Health Authorities
NHS GP
PCT
PCT
SsHA Strategic Health Authorities PCT NHS
sHA 10 PCT 152

PCT

-19-



NHS GP GP
Payment by Results  PbR

2005 4 NHS
GP
Quality and Outcome Framework QOF 2004
QOF 2006 2005
PSNC
National Contract Funding 2006
2006
8 5 3
deduction scale
NIC netingredient cost Drug
Tariff 10 5.63 11.50
3-(1)-
a) Payment by Results PbR
Block Contract
PCT
HRG Healthcare Resource Groups
PbR 2005 4 NHS

PbR

1.

2.

3.

4, DRG Drug Related Group

AL-DRG
PbR 2005 2007
2008 PbR

-20 -



b) PbR

PbR HRG
HRGs Healthcare Resource Groups DRGs
HRGs
1,000
HRGs 600
HRGs
National Tariff E28
HRG E28 2,205
c)
HRGs
reference cost
National Tariff
2006
2004 reference cost )
HRG
80
HRG Complications
HRG
Drug Tariff  MIMS
d) PbR
PbR
PbR
Guy’s and St. Thomas’ NHS
PbR Kensington and Chelsea PCT

-21 -



PbR

PbR
PbR
e) PbR
PCT
NHS
Block Contract HRG PCT
Kensington and
Chelsea PCT HRG
2007 1 PCT
2008 PCT
PCT
PCT
2008
f)
NHS NHS
PCT
NHS
NHS
NHS

-22 -



GP
GP 4
Quality and Outcomes Framework
Based Commissioning
a Quality and Outcomes Framework
Quality and Outcomes Framework QOF

2004
Clinical Indicator
ACE 1
HbAlc 15
Indicator
QOF GP GP 6 1
QOF
PCT
QOF Hammersmith and Fulham PCT
GP  Performance
96% GP
2005
Practice Based Commissioning PBC
GP GP
GP
GP PCT
2006 4

Based Commissioning PBC GP

GP GP

GP
GP
PBC PCT 4
GP

indicative budget GP

-23-

Enhanced services

Practice

GP

Clinical

Practice

GP



PBC GP
PBC

PCT

PCT

30 PCT
PCT
Indicative budget
PCT
GP fund holding GPFH
GP

GP PCT
PBC
GP

Hammersmith and Fulham PCT

26~27

Commissioning group

2005

-24 -

Indicative budget

GP
GP
GP
70 GP
GP
GP
GP
GPFH
GP
PBC
GP 32
Commissioning group
5~6

3
Drug Tariff



National

Contract Funding Pharmaceutical Service
Negotiate Committee PSNC) 2006
1
Advanced
services IT
) National Contract Funding
National Contract Funding
2006 19 2006
Essential services 1,876 IT 20
Advanced services 15 8 Enhanced services
PCT
1-5
8 5
3
2006
National Contract Funding 1,922
NHS Essential services

Advanced services Enhanced services
Essential services
PPA Prescription Pricing Authority
3
Advanced services
Medicines Use Review MUR

Enhanced services PCT GP

PCT 5-(2)

8 Pharmaceutical Service Negotiate Committee PSNC) homepage http://www.psnc.org.uk/
accessed 01/03/07

-25-



1-5 2006
( )
Essential 90p
services
3.24p
Establish 2,060
payment PPA
1,876 1,500 12 125
Transitional
payment 501-1,000 108.12
Practice
payment
IT 20 1 (Release 1) : _ 2,600
EPS® Dec 2005, Feb 2006
2 (Release 2) : _ 1,000
2006
200 PCT
Advanced 15 Medicines Use | 1 25
services Review (MUR) 1 400 MUR
10,000 Oct 2006
200
Enhanced PCT
services
PSNC http://www.psnc.org.uk/index.php?type=page&pid=97&k=2

accessed 05/05/07

9 Electronic Prescription Services

Drug Tariff (January 2007)

- 26 -




(deduction scale)
Pharmaceutical Service Negotiate Committee PSNC)

2006 9
NIC netingredient cost Drug Tariff
10 ( 5.63 11.50
109 ) http://www.psnc.org.uk/ Drug Tariff, Jan
2007 p31
PCT GP
Hammersmith and Fulham PCT 185,000
GP 100 GP 32 GP
PCT 2.54 630
GP
PCT PCT GP
95 97

Hammersmith and Fulham PCT

a) Drug Tariff

NHS
Drug Tariff NHS
Drug Tariff TSO
Williams Lea Holdings NHS
The Electronic Drug Tariff http://www.ppa.org.uk/ppa/edt_intro.htm
Drug Tariff
M 3
Drug Tariff
NHS
Basic Price
12.5
1-6

-27 -



Drug Tariff
3-()- - Drug Tariff
VAT
Drug Tariff
A B CE M
C
1
M
2-(2)- simvastatin 28
1.66 10mg 2.02 20mg 3.54 40mg 12.10
80mg M
A AAH
Unichem, Teva UK Actavis
B E
4 AAH Unichem Teva UK
Actavis
Unichem

AAH UBC Pharma Thornton & Ross

-28-



Basic Price

2005 4
b) Drug Tariff
NHS  Drug Tariff MIMS
Monthly Index of Medical Specialties GP
Haymarket Medical Publication Ltd Healthcare
Republic
Drug Tariff
BNF British National Formulary
BMA RPSGB
2 1 7
Drug Tariff Drug Tariff
PbR
Kensington and Chelsea PCT  Chief Executive,
Mr. Kenworthy PCT
PbR
GP
PbR
PbR
2007 2
PPRS

-29.-



2007 2 OFT Office of Fair Trading 10

PPRS
PPRS
QALY
M 100
M
NICE
PCT
57 24
1-7
1-7

Ganarcs havea

57% of the it

markat af | ke
24%, of tha ] [ B
sy (it

i bereament ]

peiCE)

10 Office of Fair Trading, The Pharmaceutical Price Regulation Scheme, An OFT market
study, 2007.2
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b)

GP

PCT GP
72 75
PCT
PCT
PCT
GP PCT
PCT
M
GP
GP
GP
GP PCT
PCT
GP 1~-2 PACT Prescribing Analysis and Cost

-31-

GP



Controlled Drug
PACT PPA
(Prescribing Pricing Authority) GP
GP
PACT

Kensington and Chelsea PCT

GP
PCT

PACT GP

11

Drug Tariff

1 6.85 8

11

-32-



NHS
NHS Drug Tariff
1 2
5
3

a)
b)

NHS PASA NHS Purchasing and Supply
Agency

PASA
2006 10 DHL
PASA CPH Collaborative Procurement

Hub
a

-33-



Guy’s and St. Thomas
Guy'’s hospital

MHRA
pH
Specialist
Pharmacy Services Specialist Pharmacy Services
Quality assurance/control)
Medicines information: Ml DI: Drug Information
NHS
NHS

NHS

Quality Control West Midland

-34-



Maximum Price Scheme 2000 2005

2005 4
4
Drug Tariff
Pharmaceutical Service Negotiate Committee PSNC) NCSO
(No Cheaper Stock Obtainable) Concession 2003 1
PSNC
PSNC
Drug Tariff
NCSO Drug Tariff
Drug Tariff
PSNC
http://www.psnc.org.uk/ Drug Tariff
Part VIII
2003 1 NCSO
12
2.5mg 5mg NCSO
2006 12
GP

12 http://lwww.psnc.org.uk/index.php?type=more news&id=1622 accessed 05/05/07
PSNC NCSO Concession Archives

-35-



d)

1 2 1 1
12.5
15 2
20
PCT
a)
PCT

Yellow Card Scheme
MIMS BNF
MHRA MHRA

MHRA MHRA
Yellow Card Scheme
MHRA
(Class1 Class4)

SPC
Summaries of Product Characteristics

-36 -



PILs (Patient Information Leaflets)

Datapharm Communications Ltd.
www.medicines.org.uk

2,551 2007 2 20

2005 BGMA
PILs
PlLs
PlLs
Communications Ltd PILs
SPC
SPC SPC
SPC
2008 7
MHRA
2008 7
13 Teva UK 600
120

-37-

ABPI

3,035 PILs

PILs

Datapharm
SPC

SPC
PILs PILs

MHRA

13



UKMi UK Medicines

Information 14 NHS
UKMi 250
14 2 Northern Ireland
Wales) NHS
UKMi NHS NHS Direct?®
e Ml  Medicine Information
MI Medicine Information DI: Drug Information
MI

Martindale: The complete drug reference

PCT NICE

NICE PCT NICE

15
(lead clinicians/lead group)
NICE
NICE
PCT
GP
NICE
PCT Healthcare

14 http://www.ukmi.nhs.uk/
15 http://www.nhsdirect.nhs.uk/
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Commission

a) GP
GP FP10
b)
16
FP10
Drug and Therapeutics Committee (DTC)
DTC
DTC
16 2006 p180-181 Chelsea & Westminster
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Joint Formulary Committee
Guy’s and St. Thomas’ NHS

a)
Guy’'s and St. Thomas’ NHS
(King's college hospital) (University hospital Lewisham)
3 Joint Formulary Committee
3
King's college hospital
Guy’'s and St. Thomas' NHS
Guy’s and St. Thomas’ NHS DTC
Joint Formulary Committee
DTC
Joint Formulary Committee 3
3/4 1/4
Joint Formulary
Committee
b)
NICE
Joint Formulary Committee
Joint Formulary Committee
MHRA
Joint Formulary
Committee HIV

-40 -



NICE

NICE
NICE
National Referral Centre
PbR
Exceptional Treatment Arrangement ETA
PCT PCT
ETA PCT
PCT
License scanning
Guy's and St. Thomas’ NHS Drug Expenditure Committee
DEC
license scanning
NHS Healthcare
Commission The annual performance rating

NICE

- 41 -



2005
Essential services Advanced services Enhanced services

Medicines Use Review MUR
PCT GP
Enhanced services

3-(1)- Essential services
Advanced services Enhanced
services PCT GP

a) Essential services
2002
1
1 2
GP

b) Advanced services MUR Medicines Use Review
MUR 1-8

MUR

- 42 -



1-8 4

MUR

PCT

MUR

3,013

MUR
25

¢) Enhanced service :

oTC

PCT
medicines

PCT

1/2

GP

MUR
2006 8
12,761 1/3 1/4
158,000
15 45
Minor Ailment scheme
GP
4 OoTC
7 OoTC
GP

Minor Ailment scheme
OTC P Pharmacy

GSL General sale list medicines

POM PGD

17 GPs recommend OTC medicines for 40% of minor ailment consultations, Pharmal.ife
news, Jul 2002 (available at www.pharmalife.co.uk )




(Patient Group Direction)

GP
PCT GP
PCT
PCT
d) Enhanced service:
(Patient Group Direction: PGD)
POM
POM
(PGD: Patient Group Direction) PGD
PGD
POM EHC
(Emergency Hormonal Contraceptives )
PCT
PGD
e) Enhanced service :
Alliance Boots
Enhanced service
PCT 16-24
PCT Professional fee 19
22
24
POM PGD
f) Enhanced service :
6
2
5 6.85

- 44 -



60 PCT

0) Enhanced service :

2001 5 2005
18
38
2004 1 2005 700
Enhanced service Care home
PCT
PCT
St. Charles Boots
2006 5
PCT

18 Department of Health (2005) Supplementary Prescribing by Nurses, Pharmacists,
Chiropodists/ Podiatrists, Physiotherapists and Radiographers within the NHS in England,
a guide for implementation, updated in May

.45 -



2007 1

Cu

specials
MHRA Guidance Note 14: The supply of unlicensed
relevant medicinal products for individual patients (Aug 2006)

NHS
PCT
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MHRA

IDIS

MHRA

Healthcare Commission 4

MHRA
15 MHRA
Yellow Card Scheme

CuU

IDIS
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2003 521 -46 187

2004 61.0 -159 6.5

2005 58.0 -135 =177

2003 50.3 -21 356

2004 56.0 09 182

2005 56.9 83 10.0

2003 392 -150 530

2004 48.2 -130 151

2005 532 95 20.8

2003 270 115 244

2004 NA NA NA

2005 518 -0.2 708

2003 NA NA NA

2004 413 -120 102.9

2005 485 15 191

2003 345 -84 39.8

2004 379 0.1 168

2005 412 11 100

2003 NA NA NA

2004 NA NA NA

2005 405 -45 248

2003 272 -193 60.9

2004 352 -11.9 140

2005 40.1 -10.2 22

B 2003 NA NA NA
2004 327 05 46.2

2005 36.2 55 17.0

GERS, CNAMTS, AFSSAPS-DREES NA:
31

2005 32 6.7
179 B 2 8282 ) 2002 +4.6 2004 +6

31 DREES (Direction de la Recherche, des Etudes, de I”Evaluation et des Statistiques)

Etudes et Résultats 2006 7
32 2005 70 65
33 GERS GERS (Groupement pour I”élaboration et la réalization de statistiques :
) 1974
GIE
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8.7 2005 2004
14 2,212 2005 12 ( 1,89 )
8.7 7.1
2004
2006 1 1 5
2004 2005
58
CEPS®®
60
61 15
CEPS
2006
2007 2 26 27
L162-17 4
57 2004 12
58 1986 12 1 Ordonnance 86-1243

60
61

Le Comité économique des produits de santé

L162-17-3 1998

L5123-1

L162-16-4

12 L162-17-4
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XXXX
L 162 16-4 L162 17-4
L162 17 L618
1999 7 2 99-554
1987 8 4
281 8
L5 123 1, L5 121 8, L5 121 13 L5121 1
XXXX
XXXX
1
PFHT PPTTC
CIp ( )
2
3
3 1
4 2

-62 -




2.1

2.1. 1 PFHTR

(Pc) PR

2.2 (Po) 1 1
DOREMA

(Po) (Pr 1
(PFHT) (PFHTW)

PFHTM = Pr Pc X PFHTRr

Pc—PR) Pr Xl PFHTR 2.3.
(
®)

2.3 (Po) Pr
Q)

R=CAHTc  (PFHTM X \c)

CAHTc 2.2. 12 GERS
Grouping for the Development and the Realization of
Statistics
Ve GERS
2.4 CEPS
CEPS 1 ACOSS :Agence
Centrale des Organismes de Sécurite Sociale
CEPS

-63 -



2.2. C1J

1
PFHT PPTTC
1 -CIP aa,... | | I
1 -CIP bbb,... | . T
- CIP CCC,... ] e P yaen
CIP 7 Club Inter
Pharmaceutique
2.1. 1 aaa, bbb, ccc,...,
(CTJGe)
(CTJIGR)
2.2. CTJGc 1 1 12
DOREMA 2.1
GERS 12
CTJGe GERS (CAHTG)
(NJTG)
CTJGc = CAHTG NJTG
NJTG
NJTG = X NJTi
NJTi DOREMA (Pi)
Q)
NJTi = ( X i) Pi
CTJGc CTJGR 2.1. PFHT
(PFHTW)
PFHTM = PFHT X CTJGrR CTJGc R

R =NJTG x (CTJGec CTJIGR)

-64 -




2.3.

2.1. 1 (PFHT) ( PFHTR)
(Vo) (W)
2.2. (Vo) 1 1
GERS
(Vo) D)
PFHT (PFHTM)
PFHTM = aPFHTR + (1 a) PFHTR x (W Vc), 0 a
1
2.3.
CEPS2006
1
SINGULAIR

ZECLAR, MONOZECLAR,NAXY, CELANCE EZETROL, FRACTAL, LESCOL
CEPS vice president B.TEISSEIRE 2008.3.10

AFSSAPS 62

63

63 Liste des spécialités pharmaceutiques remboursables aux assurés sociaux
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64 (SMRGS) 66

(ASMR®")% SMR
UNCAM ASMR CEPS
SMR 4
(majeur = major or important)
(modéré = moderate),
(faible = weak),
(insufficient)
ASMR IV

/

/

/

ASMR
2000 2005 68.5 ASMR v
% R.163-5-1-2
69
1980 10
CEPS
ASMR

64 |a Commision de la transparence
65 Service Médical Rendu
66 18 3 45
67 Amélioration Service Médical Rendu
68 18 3 53
69 2005 (Rapport d'activité 2005

- 66 -



ASMR

ASMR CEPS
ASMR
2006 686
277 ASMR 10
ASMR IV
CEPS
ASMR IV
ASMR V
INSEE 1998 100
1999
2005
15 16
2-10
2-10

1998 1999 2000 2001 2002 2003 2004 2005
100.0 995 9838 975 96.0 95.2 936 92.2
-05 -07 -13 -15 -03 -17 -15
100.0 1024 104.7 106.3 1094 1133 117.3 1192
24 22 15 29 36 35 16
100.0 99.8 994 98.3 97.2 96.8 95.6 944
-02 -04 -11 -11 -04 -13 -13
INSEE-DRESS 1998 100

2004 2
30

-67 -




2000

7 2004 8 2005 2007
1 20 3,160
70
HCAAM
( 2004 3
474 2005 3.6 570
3 1
2-11
2001 2002 2003 2004 2005
CA PPHT) Ger 440M€ 620M€ 865 € 1,200M€ 1,450M€
CA PPTC) CNAMTS 730M€ 980M€ 1,280M€ 1,700M€ 2,100M€
80ME 130M€ 200M€ 300M€ 360M€
/ CA PPHT 18% 21% 23% 25% 25%
/ CAPPTC 11% 13% 16% 18% 21%
HCAAM 2007
CEPS
2004 2
30 40
2006 1 50
72 2-12
0, )
n 17 3 18 3 59
722006 6 30
2006 7 25 (Arrété du 12 février 2004 modifiant I'arrété du 4 aoGt 1987 modifié
relatif

aux prix et aux marges des médicaments remboursables)
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2-12

PFHT 1 PPTTC
PPHT
21
PFHT (PFHTx 01030) (PFHTx 02610) 053
229 103 261 053 PFHTx 13026 05411
(PFHTx 1364) 053
PFHT 2290x 01030 (PFHT 22,90)x 0.06
229 150 6 10 053 2290x 02610 (PFHT 2290)x 010 053 PFHTx 1,18436 531083
(PFHTx 116) 52016
PFHT 2290x 01030 (150 2290)x 0,06 (PFHT 150)x 002
150 , . 053 | 2290%02610 (150 2290)x 010 (PFHT 150)x 006 053| ooy tiooce 1ocooon
(PFHTx 108) 17,2016
PFHT( Prix_Fabricant Hors Taxes)
PPHT Prix Publique Hors Taxes)
PPTTC( Prix Publique Toutes Taxes Comprises)
CEPS 2007
a)
(PFHT 10
10.3 26.10% 0.53
2.1
(PFHT 10
1.03 10x10.30
3.14 10 x26.10% +0.53
1417  (10+1.03+3.14)
1447  (10+1.03+3.14 + 21 )
b)
30
70
40 2005
6
10.3 6.62 1999 4 29
TFR
3.14
9.76 6.62+3.14 9.96 9.76+
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2.1

0.62 (6x 10.3 )
6.62  6+6x 10.30

3.14  ( )
9.76 6.62 3.14
9.96 9.76 + 2.1
2-13
A EREES
fpte vignetts
tva
pphtf
marge
pharmacien
314€
TEEESR i =
o] CanEe EEs
marge gros ) :
0] LO3 € pptc vignetté pptc vignetté 9,96 €
bht (CEPSII pphtl= ppht=9\.?6 €
=1 — HEHEE
P marge marge
CENDIRe) pharmacien pharmacien
314€ 314 €
10€ peh GE2Epm = = = —— } 6.40€
marge gros 0.62€ 6 €]marge oros 0.62¢€
pfht (CEPS) U’%!i'e'
s spefrm———
St — D marge arriére
imsEilite 2€ )
piht' avec E=T) 3,36 €
6€ marse arridre] SERILAEHE
336 €
>
2006 6
TVA 2.1 5.5
PPTC vignetté PPHT
PGHT( )
marge pharmacien marge gros
PFHT marge arriere

PFHT avec marge arriére
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6
6
9.76
9.96 7
3.36 ™
6.40
9
2006 40
30 2006
50
40 2-14
2-14
( 30 ) ( 40 ) ( 50 )
100 70 60 50
139.8 106 94.8 83.5
24.2 32.2 40.3
2006
2006 2006 1
15 2006
35 15
TFR 1 2.5
73 3.76 9.96
74 d)
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10.74

6 5.36 = 6-6x10.74
10.74
3 2004
6
76
6
2005 8 2 w
2006 1 1
15
TFR
10 1 2005% 2006
1
2 15 58 156
12
TFR
TFR
2003 TFR
40 60
TFR
75 L138-9
76 2006 6
7 Loi Dutreil

78 Prix unitaire net ( Net unit price)

7 Tarif Forfaitaire de Responsabilité
80

2.2

-72 -

75

7 20

TR ™

TFR

2007

3.36

50

10.74

9.96

2007 1 1

2003

60
2007

2004 2005
2005 6
23



TFR 23
70 2-15
2-15 TFR
2005
2004-2005 2004 2005
2003 TFR
-4.8 100 100
-0.2 49 51
-46 51 49
2005 TFR
104 100 100
44.0 23 40
-336 7 60
TFR
-6.8 100 100
28.6 23 31
-16.3 77 69
GERS, CNAMTS-DREES
81
TFR
2003 TFR
68 2004 73 2005
44 2004 45 2005
2005  TFR 29
81 LEEM Bernard Lemoine (2007 1 4

-73 -
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52 2005 22 2004 38
2005 62 ( 2-16)
2-16 TFR
2003 2005
TFR
2004/2005 2004 2005 2004/2005 2004 2005
9 100 100 13 100 100
1 68 73 54 29 52
25 32 27 41 71 48
5 100 100 14 100 100
3 44 45 48 22 38
7 55 55 32 78 62
GERS, CNAMTS, AFSSAPS, DRESS
TFR
TFR
82
M&A
83
2006 1 1 24 TFR
10 4
82 Zyrtec® Cetrizine  UCB Pharma
83 LEEM Christian Lajoux 2007 10
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85

84

PPTC®

TFR TFR 8
88
89
100
2-17
193 100 31 (100%)
I
I
{ | |
[ [ |
79 54 2 1 14 36 ( ) 5 )9
[
I ]
11 28 3 8 (
2007 1
84 63

85 Liste des spécialités agréées aux collectivités

86 Prix Public toutes Taxes Comprises

87

88 Feuille de soins
89

L.162-16

L162-36
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2-18

(AMM)
v v
v
m SMR, ASMR
v v
(UNCAM) CEPS
1999 10 27
AMM %
SMR  ASMR SMR
SMR 3
SMR
2-21 CEPS
5
SMR
(UNCAM)! 2

9 Commission de la Transparence
91 Union National des Caisses d'Assurance Maladie
92 L.322-2 R322-1 R322-9-4
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2-19 SMR

SMR
1 65 35
2 35 35
3 35 35
4 15
R322-1-2
2006 2 1 100
65 35
15 15 2006
2007 12 31 93
2006 2 1 SMR 105 94
2007 1 1 35 15 69
100 HIV
Norlevo® 95
2-20
35% 65% 100%
2002 2623 961 4,049 214 7,847
2003 2,668 1462 3842 238 8210
2004 2614 1,447 4,029 238 8,328
2005 2596 1484 4377 256 8713
2002 8% 14% 75% 4% 100 %
2003 8% 19% 69% 4% 100 %
2004 7.5% 16.7% 70.3% 5.5% 100%
oo 16.7% 70.0% 6.5% oo
8 100%
2005 (17.9%) (75.1%) (%)

DRESS Etudes et Resultats No 324 2004

98208 1 1
94 62

9 2005

12

(flavonoids, anthocyanosides, rucosides, hesperidin, gingko biloba extract

N0.508 (2006)
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75

65

2002

2005 70 100
4 6.5 35 2005
18 2006 15 %
2006 15 o7
2-20
2006 15
2-21
2-21 2006 €
394 1,170 1564 7.98%
150 0 232 232 1.18%
35% 1,344 1,094 2,438 12.44%
65% 12,953 875 13,828 70.58%
100% 1,529 1,529 7.80%
16220 3371 19591
GERS, HCNAMU
2-22
35% 65% 100%
100

96

97 CNAMTS Les depen

1

ses d”assurance maladie en 2006
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2-22 ( €)

Million €

6,000 - _ -
L I T —----- —
2000 fm-mmmmmmmmmmmmem e L L
[+ u s NNPISRUERRI [ ORI ) PR 1 NS | NN ———
5000 +--—----4 |-  }—--o  f-—--- [ E— — |-----1 |
gom+--f +---4_ |-----+—4=--—---1  t-----1 F---4 [|-----1

B 1 A I s [ Bt [ SEEEE] I SRR R R
b NN [ ORPRRTE J HORRSS ) P R i ) SR Cenp—

0 : :
1995 2000 2001 2002 2003 2004 2005
[o100% o65% O35% |

Source: LEEMICHNAMTS

TFR

98

Base des médicaments et informations tarifaires

BAM_IT
CIP 100

Fabricant HT (Taux)

98 URL = www.ameli.fr
99 Liste des groupes génériques sousmis au TFR

100 7
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TFR

2009

1

PTTC

1

C

13

1P

Prix



2-23

Base des Médicaments et Informations Tarifaires

Recherche par Laboratoire

Laboratoire SANOFI AVENTIS FRANCE

Médicaments

- Homologation Assurés Sociaux

CIP | Désignation
ATACTAM A G
(2 Z TRECR.AR
COAPROYEL 300
RACGI25 WG
COAPROYEL 300
RACGI25 WG

KORETIC 20
A 25 A

SES2055

STT1063

S771092

ST 36629

CIP=
PTTC=
TFR = TFR
Date JO

TFR

2-24

Guide des équivalents thérapeutiques

L'essentiel sur le guide des
équivalents thérapeutiques

TFR
. PTTC |[Taux Date e . n
Conditionnement o A en |Motif fin |Date fin |Date JO
en£ |en % [application
1 Boite de 1, poudre 2286 =) 2702006 - |REEXAMEN 26/ 002011 |27 M 052006
! Elorte: de 28, " 2956 =) S0 2007 - |REEXAMER 30001201 2 31001 22007
comprimes pelicules
! Elorte: o B4, " 040 =) S0 2007 - |REEXAMER 30001201 2 31001 22007
comprimes pelicules
! Elorte: o B4, " 51.43 =) 11052006 - |REEXAMEN 100052011 [11/0552006
rnmtrimes nellic e
Désignation= Conditionnement =
Taux Date application
Motif fin Date fin

Guide des equivalents thérapeutiques:GET

Liste arrétée au 09 Mai 2005 : Edition n® 2_2005

Par Dénctnination Ceommune

Dar nom comtnercial

-spécia

par Dénomination Commune Internationale (DCI)

G.E.T.:
procédure de classement
et modalités de calcul

Recherche

SMR

lités pharmaceutiques-

Télechargement

Par Classe Thérapeuticque
Par laboratoire

-80 -



2-25

Bromazépam ( Taux: 65% )

Présentation

» Voie orale
Cote Priven | Prix Eeartde e
dentifiant Nom commercial Présentation TR Fuv |wikire prix Répertoire SMR
Agence
L 3174284 LEXOMIL 6 mg 30 commp. quadisée 303 303 0.10 0.00 R B
3153477 ANZVREX 6 mg Gé 30 commp. quadisée 303 303 0.10 0.00 G B
3610673  BROMAZEPAM ARROW 6 mg 30 commp. quadisée 303 303 0.10 0.00 G B
3477228 BROMAZEPAM BIOGARAN 6 mg 30 commg. quadtisée. 303 303 0.10 0.00 G B
3483427 BROMAZEPAM BG 6 mg 30 commg. quadtisée. 303 303 0.10 0.00 G B
A22WE  PROMMA PEPART (A DT & aner M1 o v dpiod i ik ain 000 [ B
Taux Code Médicament Nom commercial
Prix en Euro Prix unitaire Ecart de prix
Génériques Répertoire Agence= R=
G
2-26 TFR

Liste des groupes génériques soumis au TFR (actualisée au 15 février 2007)

Assurance Maladie des

Tanif Forfaitaire
Groupe Générique de
Responsabilité
ACICLOVIR 800MG CPR BT 35 5883€
ACIDE TIAPROFENIQUE 100MG CPR SEC BT 30 41€
ACIDE TIAPROFENIQUE 200MG CPR SEC BT 15 352€
ACIDE TRANEXAMIQUE 500MG CPR BT 20 J63€
ACIDE TRANEXAMIQUE 1G/10ML BUV AMP BT 5 280 €
AMILORIDE 5MG + HYDROCGHL OROTHIAZIDE 50MG CPR SEC BT 30 393€
AMILORIDE 5MG + HYDROCHLOROTHIAZIDE 50MG CPR, GPR SEC BT 90 10,69 €
AMISULPRIDE 200MG CPR, CPR SEC BT 60 50,71 €
BACLOFENE 10MG CPR. CPRSECBT 30 J24€
VIDAL
VIDAL
oTC VIDAL
1
5 10 CD

a) AWM Autorisation de Mise sur le Marche

CNAMTS Caisse National de L

Traveilleurs Salaries Ameli

VIDAL CNHIM(
Centre National Hospitalier d"Information sur le Medicament)
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Thériaque OCP
PHOENIX

Journal Officiel
b) T2A TAA)
T2A Tarificational* active
AFFSSAPS Agence Francaise de
Sécurité Sanitaire des produits de santé

c) T2A Tarification a I' active T2A

2004 T2A TAA

T2A

ARH Agence Regionale de I’ Hospitalisation

GCP Good Clinical Practice
100
70
2
) AMM
2007 1 10 234 T2A
AVASTIN Bevacizumab  METASTRON Chlorule de
Strontium 89SR ),VELCADE( Bortezomib)
) ATU
ATU cu
L. 162 -22-7

-82 -



T2A
T2A
AFFSSAPS
Agence Francaise de Sécurité Sanitaire des produits de santé

T2A
100
2006 19 T2A 4
1999 2001 4,490 SMR 835
SMR 65 35
2001 60
72 2003 9 24 245 403
2006 9 14 245 156
62 101 2007 12 31 35 15
2008 1 1
10248 35
20 9 103
3 104
133 238
101 98

102 germion® Nicergoline |, Tanakan® Ginkgo biloba

103 Trivastal® Piribedil ,Vastarel® Trimetazidine dichlorhydrate , Nootrophyl® (Piracetam),
Praxilene® Naftidrofuryl oxalate , Fonzylane® Buflomédil chlorhydrate

104 Colimycine® Collistin , Terramycine®( Oxytetracycline HCI), Nibiol® Nitroxoline
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SMR ASMR 1999
2001 SMR 835
72
HAS'®) 2005 9
403 364 SMR 2006
3
106 R.163-7-1
180
2003 10 15 80
2)
162 b)
306 C) ASMR 12 ASMR 10
144
2-27 2005
20 252 7 342 155 369 164
3 502 - 255 222 258 225
5 159 100 236 81 252 84
1 104 121 22 308 25 285
29 252 181 855 158 904 162
2005
CEPS 2005 2004
154 2005 8 162
2005 8 155
253 59 2005 312
5

105 Haute Autorité de Santé
106 Directive Europénne 89-105CEE
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a) CEPS
b) CEPS
c)
d)
e)
CEPS
139 CEPS
45 2004 42
55 2004 13
39 2004
49
2-28
265 106 104 312 369 164
177 187 81 308 258 225
160 69 92 108 252 84
- - 25 285 25 285
602 120 302 246 904 162
2005
2-29 2005
139 45 55 34 39 312
(108 Y 23 3 5 17 49 96
@7 ) 32 18 22 46 155
2005
241
CEPS
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2006 3
2006
59 158
1641 2533
705 1448
746 1785
3151 5924
2005
2006
686 124 1600 62 2472
8 4 12
35 6 12 6 59
15 1 26
744 130 1627 68 2569
183 415 63 310 120
2005
2006
100 45 12 29 50 236
4 89 46 139
43 87 48 178
2005
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107

NR 108

109 2007 110
2002 1 1 12 31 1 SSR|111 10.3 112
38.4 2004 2 1
3 29 Fluoroquinolon 113
40.1%
2000 2003 3 2002
3 7
etidronate,
alendronate, risedronat, raloxifen 45.3
66.6 114
2003
115
2005 2
2006 10 116
107 1 Aciclovir EG 5% ® Créme 10g

JO Nov11,1999 JO Aug.11,2002 2 Acide Alendronique Arrow® ( Alendronic Acid) 70mg B/4

T -3 T -25
60 7.5mg/
BMI 19 / 2 40
J.0.May3,2006,J.0.May25,2006,J.0.0ct11,2006
108 L-162-4 R162-1-7
109 R147-6
110 (2)

111 gelective Serotonin Reuptake Inhibitors
112 Haute-Normandie
113 Haute-Normandie

114 Groupe de Recherche et d'Information sur les Ostéoporoses 2004

115 Comités médicaux régionaux
116 2006 10 25 Circulaire CIR-49/2006
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117

118 90

100
119
a) 100
b) 30 ALD ® 15
c)
d) 121
e) 6
) 1
g) 122
h) CMU 123 15
D
1),
2005 ALD 12

750
100 1970 30.4 1987 55.5

117 2006 7 25 1| 14 Convention Titre 11-Art.14; J.O. du 25
juillet 2006
118 Ticket modérateur

119 2005 65
451 () 35 138 ( ) 100

120 Affections de longue durée 18 3
50
121

122 Hospitalisation & domicile
123 2005 7,083 112
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1987 36.5
75 100
2007 IC Carte Vitale // Carte d"assurance maladie
Vitale EU
Vitale 2010
16
Vitale
8
13 5
2004 8 13 2004
306 2007 7 DMP Dossier
Mecical Personnne
18 2 oTC
DP Dossier
Pharmaceutiquw)
L4211-1
L-161-36-4-2 LOI 2007-17 du 19-decembre 2007-art 56
DMP
DP CPS Carte de
Professionnel de Santé 2007
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100

EU
1994 7

1995

UNCAM

2002
18.5€,.20.0€

2006 5

-90 -
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b)
c)
d)
1999 4
124
UNCAM
2006
a) 1995 9
11
124 2
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b) 1996 1

c) 1996 4
d) 199 5
e) 199 9
f) 1997 3
g) 1997 6
h) 1998 1
i) 1998

j) 1998

k) 1998 12 1999

1) 1999 4

m) 2001
n)2002 6

2002 5 11.3
0)

p)2003 1 2004
1
70 2 60
q) 2006 1

2006 70

CEPS
10
18 20
2003 4
TFR
2003
2006 12 28

-92-
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35
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25
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2006 8 75

30
20 125 30
2006
10
2-31 2-32
2006 12 2007 4
2
2006 70 66 70 66
2007 12 4
4
2 5

2006

125 pravastatin (60 ), Omeprazol 80 , Ramipril 50% , Simvastatin (70%) , Gabapentine (40%)
Sertraline (60%), Paroxetine (70%), Lisinopril (50%), Citalopram (70%), Zolpidem (70%)
Metformine (80%), Fluoxetine (80%), Dextropropoxyphen + Paracetamol + Caffein (60%),
Spiramycin+ Metronidazol (60%), Ciprofloxacine (6%), Rilmennidine (60%), Cefuroxime (60%),
Amoxicillin + Clavulanate (80%), Dextropropoxyphen + Paracetamol (80%), Prednisone (50%)
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2-31 2006 12
20

Cartographie du générique a la réalisation du 1% objectif générique

(Déscembre 2006, en %)
| Tasmc oty pinitration du péndsique . SN,

 Taux de pénétration du geméﬂqun ey
| dans sa DC,an raleur

Souwrce:IMS Health.pans! Pharmastat(12 283 officinas)

LE MONITEUR DES PHARMCIES Cahier du 2684/2685 du 30 juin 2007
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2-32 2007 4
30

TAUX DE PENETRATION DES GENERIQUES
PAR DEPARTEMENT

Avril 2007

(Régime général
hors sections locales muiualisies)

W
M e
.
e
Sorce : Cnam
GUADELOUPE T2, 7
MARTINIQUE 7108 7m
GUYANE FEA% 7o
REUMION Tl ran ——
Les départements Les départements Les deépartements
les plus éloignés de  les plus proches de  ayant déja atteint
<= NiNIvsaw dis substitufion afteint an avril 2007 Vobleatit l'abjeetit l'abjecttt
<= Obyjectif & atteindre fin décembre 2007 4 + da 5 points 4 - da 2 points
N 1191-2007 Pharmacien
126 127
126 Carte Vitale

127
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15

6 15
70
2006 6
67.2 52.2
6 12
2006 66 70
2006 2005 9
11 128
ax? +bX+
X 0 2006 2005 11 40
129 a b atb+c=1 70 2006
2-33)

2-33

% W 2% X% &% &% % MR A% 90 10k

AL G Oonar
2006 6 30 10
62-16-7
128 40
40 100 2006
70
129 2005 11 61 40

130 Arrété du 30 juin 2006 portant approbation de I'accord national relatif a la fixation d’objectifs
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2006 7 25

31 8 11 30
( 2-34)
2-34 2006
Merck 27% Merck
Biogaran 22.1% Servier
Sandoz 14.9% Novartis
Teva 9.1% Teva
GERS Leem 2006

Thériaque 131

Dl

de délivrance de spécialité génériques J.0.du 25 juillet 2006

131 (GIE)  SIPS
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132 133

134
1999 L162-16
a)
b)
NS « non-substituable
» ( )
2
R5121-177&8
13

132 Hopital Lariboisiére Prof. Leverge
133 These No66 Université Claude Bernard-Lyon | Faculté de Pharmacie, le 7 juillet 2000
134 Fédération des Syndicats Pharmaceutiques de France Dr. J-P.
Lamothe
135 17 3 61
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136

Zyloric® allopurinol 6

24 2002
40 372003
2,715 1543 1172
138 81
58
75 47
36 75
57
35
B
139
2006 5
a)
b)
c)
d) RCPM
e)
)
9)
136 1) (Bull.Nigois de Pharmacovigilance) No.139, Sep-Oct 2005
2) Commission Nationale de Pharmacovigilance 2006 5
16
137 4
138 2005 2 (Union Professionelle des
Meédecins Libéraux de Bourgogne ) Nel10 2005 6
139 Forum 2006 4 10 10 18

140 Résumé des Caractéristiques du Produit
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h)

b)
c)

d)

2007

141

2005
8 1264

2006 10

6 2007 2006
6. 1000 964
4 2000 664

142

1 5000 237 PPI
ACE 143 1 9000 300

2003

141 X Bertrand 2006 9 Discours —Commision des
comptes de la sécurité sociale sept.2006

142 Ordonnancier bizone 100

143 Il

- 100 -



144 2001 16 65

39 145 146 65 230 850
2000 65 1 3.6
85 4.6 1970 2000
77
1 4.5 5 10 43 10 2.3
5.2 5 10 50 10 4
147
3 ao
1 100 20 50
b) 65 70 300 ) 85
80
20 6 1980
CREDES 20
1 58
CREDES 2000 148
a) 1 65 35 65
67 65 65 74 65 75
84 70 85 69
b) 65 1 3.6 65 74 3.3
75 84 4.0 85 4.6 3.8 3.3
c) 8.6 1 1
4
d) 51 1
1
e) 5 20 1 1
65 12
16 17
144 2003 9 (Cour des comptes: Rapport annuel au Parlement sur

la sécurité sociale, septembre 2003)
145 MEDICAM 2001
146 CNAM, CREDES 2000
147 C. Sermet: CREDES 2000- PAQUID

148 CREDES n°1408:Auvray L., Sermet C , Gérontologie et Société", 2002/12,
n°103, "Consommations et prescriptions pharmaceutiques chez les personnes agées. Un état des
lieux.”
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f) 1492000 65 850
65 74 776 75 971

2-35

B0%: 1
T0% 1

G0%
50%

M AEE
AT A

20% |

10% ‘\‘-—M'

0% T T T T T T T T T

-2F  2-9 10-18 20-29 30-39 40-49 50-53 G0-63 FO-73 20-

40%
30%: 1

CREDES-SPS 2000

2-36
() /
60-69 579 9.7 60.1 49.7 19 516
70-79 65.3 81 67.1 58.8 17 612
80 66.0 6.2 68.0 62.9 10 64.2
65 64.7 8.6 66.7 58.1 18 60.0

C. Sermet(CREDES):" Les consommations médicales du grand age”

EU

150

149 |_ecomte, T.H.” La consommation pharmaceutique en 1991 : évolution 1970-1980-1991” ( 1991
1970-1980-1991 ) CREDES 1994

150 Mmatériovigilance medical devices vigilance
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151

(COMEDINS™?) 2002
8000 2005
ANAES1S3

154

HAS

2005 6
+ 57 23 11

2007 155
151 1988 5 6 88-657 Décret n° 88-657 du 6 mai 1988
152 commision du médiament et des dispositifs médicaux
153 HAS
154 2004 12 23 298 J.0.n° 298 du 23 décembre 2004

155 Etablissements médico-sociaux

- 1083 -



156

2006 3 157

prescription médicale
prescription

pharmaceutique Norlevo®
156 4500 711,000
157 2006 3 9 Collogue Parlementaire Senat 9 mars 2006

-104 -



o

Cu ATU
5121 12

ATU Autorisation temporaire d' utilisation
1994 HIV

ATUS
AFFSSAPS

ATU

b) ( HIV

ATU
ATU
ATU

ATU

a)

D4T, 3TC, indinavir ritonavir, saquinavir, nelfinavir, Atazanavir, fuzeon,
Tipranavir,
TMC114, TMC125,
b)
Cerezyme
Fabrazyme

158 Autorisation temporaire d'utilisation

- 105 -



NAGS Carbaglu

- Aldurazyme
- Myozym
disaminase > Adagen
Carboxypeptidase
Lysodren(mitotane)
tyrosinaemia Orfadin
Thalidomide

Aldurazyme,Bulsivex,Elaprase,Exjade, Sutent,Nexavar

ATU 2
ATU ATU ™° 160
2-37
AFFSAPS
161
ATU
a) 100
100
b)
CEPS
2007 162
163 EU
159 ATU nominative 180 24,000 2004
160 ATU cohorte
161 1 80 2
162 2007 56 (Loi N°2006-1640 du 21 décembre 2006, Art 56)
163 L162-17-2
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ATU

ATU

ALD

ATU

164 100

164

15
15

ALD
100

- 107 -

ATU

ALD



2-37 ATU

Autorisation Temporaire d'Utilisation

/ 25000 ( 12,500 10 1,000
200 7 2006 220 10 Y 2006 10
1
Ph
ATU
- . AFSSAPS . AFSSAPS
2 3
AFSSAPS
ATU
- (
. AFSSAPS
. AFSSAPS AFSSAPS
. AFSSAPS
AMM
AMM
(
AFSSAPS
20 25
50 2006 57 100
500
L
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ACOSS

FFSSAPS

Ameli

AMM

ANAES

ARH

ASMR

ATU

ATU cohort

ATU
nominative

CCSS

C3S

CANAM

CEGEDIM

CEPS

CHU

Agence Centrale des Organisations de Sécurité

Sociale

)

Agence Francaise de Sécurité Sanitaire des

produits de santé

CEPS
Autorisation de mise sur le marché
Agence nationale d' accréditation et
d’ évaluation en santé

HAS

Agence Regionale de I' Hospitalisation

Amélioration Service Médical Rendu

Autorisation temporaire d utilisation

Cohort Autorisation temporaire

d’ utilisation

Nominative Autorisation temporaire

d’ utilisation

Commission des comptes de la sécurité sociale

Cotisation de sécurité sociale des société

Caisse Nationale de I' Assurance Maladie et

Maternité des travailleurs Non salarié

1969 70
Le Comité économique des produits de
santé

Centres Hospitaliers Universitaires

CMu

CNAM

CNAMTS

CNFMCH

CNHIM

Cohort
ATU

COMEDIMS

CMR

CPAM

CPS

CRAM

CRDS

CSG

CSMF:

CT

DCI

DES

- 109 -

Couverture Maladie Universelle

Caisse Nationale de I' Assurance Maladie

Caisse National de L' Assurance Maladie des

Traveilleurs Salariés

Conseil National de la Formation Médicale

Continue Hospitaliere

Centre National Hospitalier d*Information

sur le Médicament

Cohort Autorisation temporaire
d’ utilisation
Le Comité Médicament et des Dispositifs

Médicaux Stériles

Comités médicaux régionaux

Caisse primaire d' assurance maladie

Carte professionnel de Santé

Caisse régionale d"assurance maladie

Contribution pour le remboursement de la Détte

Sociale

Contribution Sociale Générique

La Confédération des syndicats medicaux
francais

Commission de la transparence

Dénomination commune internationale

Diplome d' études spécialisées



DGCCRF

DGCCRF

DGS

DHOS

DMP

DP

ENEIS

Erasm

EU

FSPF

GCP

GERS

GET

GHM

HAS

HCAAM

Direction Générale de la Concurrence et de la

Répression des Fraudes

Direction Générale de la Concurrence et de la

Répression des Fraudes

Direction Générale de la Santé

Direction de I' Hospitalisation et de

I' Organisation des Soins

Dossier Mecical Personnne

Dossier Pharmaceutiquw

Etude nationale sur les événements

indésirables graves liés au processus de soins

[Extraction,Recherches,Analyse, Suivi Médico

Economique

Union Européenne

Fédération des Syndicats Pharmaceutiques de

France

Good Clinical Practice

Groupement pour I' élaboration et la

réalization de statistiques

Guide des equivalents thérapeutiques

Groupes Homogenes de Malades
DRG
Haute Autorité de Santé
ANAES

Haute Conseil pour I' Avenir de I' Assurance

Maladie

IMS

INSEE

InvS

JO

LEEM

MEAH

MSA

Nominative
ATU

OECD

OMS

ONDAM

OQN

PFHT

PFHT

avec marge
arriere
PHC

PPHT

PPTC
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100

Institut National de la Statistique et

des Etudes Economiques

Institut de veille sanitaire

Journal Officiel

Les Entreprises du Medicament

Mission Nationale d' Expertise et d' Audit

Hospitaliers

La Mutualité Sociale Agricole

Caisse Centrale de Mutualité Sociale Agricole

Nominative Autorisation temporaire
d’ utilisation
Organisation de coopération et de
devéloppment économiques
Organisation mondiale de la santé:
WHO)
Objectifn National des depenses d"assurance
maladie
Objectif quantifié national

Prix Fabricant Hors Taxes

Prix Fabricant Hors Taxes avec marge

arriere

Pharmacie Hospitaliére et des Collectivités

Prix Publique Hors Taxes

Prix Public toutes Taxes Comprises



PSPH établissement privés Participant au Service

Public Hospitalier

RCP Résumé des Caractéristiques du Produit
SML Syndicat des médecins libéraux
3
SMR Service Médical Rendu
SNHIR-AM Systéme national d’ informations

inter-Régimes

TAA Tarification a I' activité

T2A

TFR Tarif Forfaitaire de Responsabilité
Thalés

CEGEDIM/BKL-Consultant

Thériaque (GIE)  SIPS
5
TVA taxe a la valeur ajoute
UNCAM I' Union nationale des caisses d"assurance
maladie
URCAM Union régionale des caisses d"assurance
maladie
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1988
5 Sozialgesetzbuch V SGB V
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2005 267 90 7,030
10
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Abbildung 4.8: Preisindex nach Marktsegmenten seit 1989 (ab 1991 mit den neuen
Bundeslindern). Zur Jahresmitte werden jeweils aktuelle Warenkérbe der Preisin-
dexberechnung zugrunde gelegt. Durch neue Festbetragsgruppen und Preisanpas-
sungen einzelner Festbetragsgruppen kann es zu Preisniveauspriingen kommen.

3-

2
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Abbildung 1.7: Anteil der Zweitanmelder am Gesamtmarket 1981 bis 2006
(ab 1991 mit den neuen Bundeslandern,ab 2001 mit neuem Warenkorb)
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Abbildung 1.6: Anteil der Zweitanmelder am generikafahigen Market 1981 bis 2006
(ab 1991 mit den neuen Bundeslandern,ab 2001 mit neuem Warenkorb)
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AMPreis V

IFA
IFA
IFA
8.10
3 3
2007 1 16 19
5
X 6 15 x 1.03
8.10 x 1.19
(

€ 15.0%

301 374€ €45
3.75 5.00€ 12.0%

501 6.66€ €60
6.67 9.00€ 9.0%

9.01 1156€ €81
1157 23.00€ 7.0%

2301 26.82€ £61
2683 1,200€ 6.0%

1,200€ £.00
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Rote Liste

Rote Liste Service GmbH

BPI
VFA BAH Deutscher Generikaverband
Rote Liste IFA
I1FA ABDA
BP1
IFA
3 6
3 6 I1FA
°
°
°
°
°
SGBV  Sozialgesetzbuch V
IFA
IFA
Rote
Liste
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DRG
IFA
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IFA
Lauer-Taxe

15

IFA

-120 -

Pharma Search
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3 7 IFA
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IFA
IFA

IFA
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Rote Liste

CD
IFA
1,000
Lauer-Taxe
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60 59
44 42 12
2 8,130 1 1,430 6,990
Source: BKK Bundesverband , Status: January 1,2005
3
3 1
2004
2
2005 PPI
2005 7
5-HT3
2006 5 AVWG
2007 11
Spik  Spitzenverbande der
Krankenkassen 1
3
5 1 20
2002 7 SGB 129
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IFA
IFA
IFA
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2002
GPS: Good Substitution Practice
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OCR
AVWG
2004 1 10
50 5 100
2006 5 AVWG
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' GemBA
Evidence based information q Decision making
Recommendation
3 11 1QwWIG
b)
i
3-2
2002 7
6 10 6
2004 GMG
16
10 2004
« )
in)
9 —
2006 5 AVWG
10
SGVV 6 16
10
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2006 10 16
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8.1
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2004 1 2

2007 2.3
d)
SGV8 130a
3
0TC
§ 130a 8
2007 1 Bonus-Malus-Regelung
DDD Defined daily dose DDD
Spik KVen
DDD WHO ATC DDD
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2008
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® HMG-CoA
°
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®
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°
°
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16
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18
10
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10
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(STADA)
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Arzneimittel Kommission
AMG)62 ABDA( Arzneimittel Kommission
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2005 , , 18 3
U. Schwabe, D. Paffrath, Arzneiverordnungs-Report 2006, Springer
(No.2326 N02332), 9 9 1 19 11 1
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GDP  16.0 1 6,697

(2005 ) 2005 1 9,877 (
6.9 ) 1,268

1 8,609 4-1

6,944 34.9

2,494 12.5
6,437 2,590 45.4

1,412 7.2 )

4-1 (2005 )
billion$)

1860.9
1661.4
611.6
4212
56.7
86.6
475
121.9
200.7
240

Source: Centers for Medicare & Medicaid Services, Office of the Actuary, National Health Statistics Group

1 Health care spending in the United States and OECD Countries January 2007
http://www.kff.org/insurance/snapshot/chcm0103070th.cfm
2 http://www.cms.hhs.gov/NationalHeal thExpendData/downloads/tables.pdf
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2005 4,610 3,710 900

65 18 ( 15.9 )
2004 2005 1 130 s
a)
2 9,700 2005 59.5
(Employment based) 9.1 (Direct Purchase)

4

Conventional Insurance
: HMO, PPO, POS HDHP/SO
93
1996 2006 10
2006 60 PPO (

1996

1998

1999

2000

2001

2002

2003
2004 s fiotoh JEEE L RRRRE

2005 FREmadiasay

2006 FWE=andfserar

0% 20% 40% 60% 80% 100%

| Conventional 22HMO 8 PPO @ POS B HDHP/SO |

Source: Kaiser/HRET Survey of Employer Health Benefits 2006 (http://www.kff.org)
HMO: Health Maintenance Organization, PPO: Preferred Provider Organization,

POS: Point of Service, HDHP/SO: High Deductible Health Plans with Saving Option

4-2)

3 Kaiser commission on Key Facts, Medicaid and the uninsured, Kaiser Family

Foundation, Oct. 2006

*Income, poverty, and Health Insurance Coverage in the United States: 2005

http://www.census.gov/prod/2006pubs/p60-230.pdF

-142 -



Conventional Insurance

Conventional ) [Fee-for-Services
(2006
3.8 3.5 )
( Managed Care)
HMO
HMO
HMO
PPO:HMO

POS HMO PPO

HDHP/SO

Health Saving Accounts]
4 (2006 ) HSAs

2003
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7.7

HDHP SO

[HSAs



5

Conventional HMO PPO POS HDHP SO 4- 3

HMO PPO POS HDHP SO 4-4
4-3
1990
Conventional
HMO
HMO (
PC) PC
PC
PPO HMO
HMO PPO PC
POS
1,000
HDHP/SO 2,650

5 JETRO New York, The America Report, Vol.6, No.33, Jan 13, 2006

- 144 -



4-4 (2006

Al Plans § W A
Hvo B AR A
PPO § A A
POS | A i
HorP/so TR it ‘ ]
) o 10‘00 zo‘oo 30‘00 40‘00 50‘00
- |
14.8 14.5 (PPO) 16.7 HDHP/SO

Source: Source: Kaiser/HRET Survey of Employer Health Benefits 2006 (http://www.kff.org)

(Medicare)

65
65 2

A B CD 4 4-5
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b)

4-5

Part A Hospital Insurance)

41

Part B (Medical Insurance)

($88.50 2006

37
1
1977 BBA B
Part C (Medicare Advantage)
14%
2003 MMA’ %5
Part D (New Prescription Drug)
8%
BBA' Balanced Budget Act(
MMA? Medicare Prescription Drug, Improvement, and Modernization Act(
2005 4,250 3,360
16.6

- 146 -



2006 1
CMS
c)
)
2003 2006 1 1
department of Health and
Human Services: HHS 4,300
A B
PDPs stand-alone prescription drug
plan MA-PD
Medicare Advantage with drug coverage 1
2005 11 15
2006 3
14.8
4-6 2006 6
2,250 52.3% 2006 6 11
4,300 2,250 1,040
540 440 4-7 °

6 Kaiser Family Foundation, Medicare, Prescription Drug Coverage among Medicare
Beneficiaries (June 2006) http://www._kff.org/medicare/upload/7453.pdf
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2007 1 90

4-6

20 r

Million)

10

2005.12 2006.1 2006.3 2006.4 2006.6

‘I Dual Eligibles(auto-assigned to Part D) @8 MA-PD & PDPs

" Dual Eligibles”

Source: Department of Health and Human Services, December 2005  June2006

4-7

PDP:-39 MA-PD 14

Source: Department of Health and Human Services, Junel4d 2006

7 Kaiser Family Foundation, Medicare, Prescription Drug Coverage among Medicare

Beneficiaries (June 2006)
http://www.kff.org/medicare/upload/7453.pdf
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Centers for
Medicare and Medicaid Services (CMS)
CMS
CMS 8 CMS 4-8
CMS

HIV

off- label use

CMS

CMS
2007 1 12

8 JETRO New York, The America Report, Vol.6, No.36, April 13, 2006
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4-8

CMS

CMS

P&T

90
180

1

USP United States Pharmacopoeia)

USP Key Drug Types)

Source: JETRO New York, The America Report, April 13, 2006

PDP (stand-alone plan) MA-PD
(Medicare Advantage plan) PDP

MA-PD
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PDP
PDP 34 2007 1,875 PDP
( 30 ) 55 45 Alaska 66 (West
Virginia) New York 61 New Jersey
57 Washington D.C. 57 Maryland 56 PDP
32 9.5
135.7 ° 20 30
33 82.8 20 50 (
4-9)%° NJ Horizon BC/BS 29
47.6 20 30
4-9 PDP
( (%) (%)
under $20 104 55 24.7
$20-$30 619 33.0 47.6
$30-$40 503 26.8 19.8
$40-$50 432 23.0 3.3
$50-$60 74 3.9 2.8
$60-$100 131 7.0 1.7
$100 and up 12 0.6 0.0
Source: ' http:/Avww.kff.org
2007 4-10
265 2,400 5,451

100

9 Medicare Fact Sheet, Medicare PartD Plan Characteristics, 2007

http://www.kff.org/medicare/upload/7426-02.pdf

10 The Medicare Benefit, Benefit Design and Formularies of Medicare Drug Plans:
A Comparison of 2006 and 2007 offerings

http://www.kff.org

11 The Medicare Benefit, Benefit Design and Formularies of Medicare Drug Plans:
A Comparison of 2006 and 2007 offerings

http://www.kff.org
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4-10 (2007 )

() () D ()
0-265 100 0
266-2400 25 75
2401-5451 100 0
above 5451 5 15 80 Medicare(

Source: Medicare Fact Sheet, The Medicare Prescription Drug Benefit, Nov.2006

http://www.kff.org
)
265 265
2400 265+ 2135 0.25 799
5451 799+ 5451-2400 3850
6451 3850+ 1000 0.05 3900

AHIP(America’s Health Insurance Plans) NACD(National
Association of Chain Drug Stores) NCPA(National Community Pharmacists

Association) 12

A L 10 H,1,J

12 AHIP, NACDS, NCPA, “ Medicare Prescription Drug Plan Guide: How to Choose Your
2007 Plan” fall 2006
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(Medicaid)

a)
1 50
83 (2005 56.8 )¥
SSI
2005 5,730
2,975
21
1980
(
) 2005 2,858
50
b
5,500
19% 2004
1992 5.6% 2003

13.4% u

(Ingredient Cost) Dispensing Fees

41
2003 14% dual eligibles
48%

1 dual eligibles

660

¥ Income, poverty, and Health Insurance Coverage in the United States: 2005
http://www.census.gov/prod/2006pubs/p60-230.pdf

14 Kaiser commission on Key Facts, Medicaid and the uninsured, Kaiser Family
Foundation, Oct. 2006

> Income, poverty, and Health Insurance Coverage in the United States: 2005
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50

FULs: Federal Upper Limit
P&T committee (Pharmacy and Therapeutic Committee)
PDL(Preferred Drug List)

PDL PDL
24
SCHIP '
SCHIP
2005
620 50 4,500
a)
2005 (prescription drugs) 2007
5.8 National Health Expenditure
10.1 2000 2003 2
2004 2005 1 ( 4-11)"
16 2005 2006 3

17 http://www.kff.org/rxdrugs/upload/3057_06.pdf
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CMS 2006 6.5 18
4-11
billion
1999 1265.3 104.7 8.3 —
2000 1353.3 120.8 8.9 15.4
2001 1469.6 138.6 9.4 14.7
2002 1602.8 157.9 9.9 13.9
2003 17334 174.6 10.1 10.6
2004 1858.9 189.7 10.2 8.6
2005 1987.7 200.7 10.1 5.8

Source: Centers for Medicare & Medicaid Services, Office of the Actuary, National Health StatisticsGroup

http://www.cms.hhs.gov/nationalhealthexpenddata/downloads/tables.pdf)

1994
1
12.4 (2006 )

)

)

)

51 1996

2005

28.67
111.02

36 2004

8 Office of the Actuary. National
http://www.cms.hhs.gov/NationalHealthExpendData/downloads/proj2006.pdf

71% 21 36
7.9 1994
1994 2006 7.5%
68.26 2006
32.23
FDA
22 2006

health expenditure projections2006-2016.
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4-12
AWP

19

WAC

2
3
4-13 14
AWP
4-12
........ (
L
AWP  WAC
[ PBM ]ASP/AMP

i WAC

19 AMCP Guide to Pharmaceutical Payment Methods, October 2007
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4-13

AWP (Average Wholesale Price)

Sticker Price

WAC (Wholesale Acquisition Cost)

WLP:Wholesale List Price)

AMP (Average Manufacture Price)

ASP (Average Sales Price)

HMO

AMP (
AMP AMP
ASP
ASP
2005 B

Best Price

Source: http://www.cbo.gov
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4-14

Non-FAMP (Nonfederal Average
Manufacturer Price)

FCP(

AMP

(

1990
Medicaid Net Manufacturer Price

AMP 151 AMP

AMP 11 AMP

FSSP (

(Federal Supply Schedule Price)

The Public Health service Act, Sec 340B

B
B Ceiling Price (
NPO AMP
AMP 151
11
"Big Four" DoD)
PHS) VA) the
Coast Guard) FSS
FCP Federal Ceiling Price Non-Federal
Average Manufacture Price Non-FAMP) 76 Big
Four
a)AWP Average Wholesale Price WAC(Wholesale Acquisition Cost)
AWP sticker price
WAC list price
WAC
1
2 WAC
PBM WAC
WAC
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WAC AWP

25 WACx 1.25 AWP
2007 Red Book 20
2 AWP compendia

Red Book, Medi-Span

b)ASP Average Sales Price

ASP FSS Federal Supply Schedule
ASP
ASP CMS
2 ASP
AWP ASP
CMS 30
ASP
CMS ASP NDC National Drug Codes
NDC 11 5
6
NDC
HCPCS( Healthcare Common Procedure
Coding System )
ASP ASP 106
ASP
HCPCS 6,000

c)AMP Average Manufacture Price
AMP

CMS AMP
CMS AMP ASP NDC

20 http://www.prescriptionaccess.org/docs/FDB-prelim-approval-order.pdf.

21 CMS. July 2007 ASP NDC-HCPCS crosswalk.
http://www.cms.hhs.gov/McrPartBDrugAvgSalesPrice/0la_2008aspfiles.asp#TopOf
Page
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NDC
CMS

) AMP
CMS

2007 6
AMP

CMS

PBM HMO
Schedule

d)BP Best Price

23

CMS

AMP(

2007
DRA

340

)

AMP

AMP

2005 DRA (Deficit Reduction Act:

2007

the retail class of trade

10
12
2 AMP
VA

AWP
BP

FSS VA

BP

Specialty pharmacy

FSS Federal Supply

63

22 CMS. Medicaid program: prescription drugs; final rule. DHHS; July 17, 2007
https://www.cms.hhs.gov/DeficitReductionAct/Downloads/MASTER%20CMS-2238-FC _

070507%200406pm.pdf

23 CBO. Prices for brand-name drugs under selected federal programs. The
Congress of the United States; June 2005
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e)EAC Estimated Acquisition Cost
EAC
AAC Actual Acquisition Cost
EAC
AWP “ EAC

AWP

Cash customer( )
AWP

VA
4-15

4-15 (2003 )

100
90
80 |
70
60 |
50 -
40 r
30 -
20
10

AMP Non- Best FSS Medicaid 340B FCP VA
FAMP  Price average

Source:http://www.cbo.gov

24 National Pharmaceutical Council. Pharmaceutical benefits under state medical
assistance program, 2005-2006
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Medicaid rebate program: AWP 49%

340B program: AWP  49%

Federal supply schedule: AWP 47%

Big 4 Federal ceiling price(FCP): AWP 50%
VA contract: AWP 58%

Medicare PartB (home infusion
ASP+6%
Medicare PartD (
AWP 25%
AMP
340B FSS VA
B D
4-16
4-16 ( )
100% 100%| Cash
customer h"’4‘r77éf,’/art B
(]
A / AMP
wBo% T/ | g 09
'E f /go_g% Best Price
o / (63%) -
%'60%-- 7 51.7%
FSS
] PoMRY H147Part D Cq ot
L J70
),1\140%__ 80% 75% VA
44.8%
20% T
0% Free/Normal
9% 38% 42% 3% 5%
BT 1% 1% 1%
Source: Safety Net Hospitals for Pharmaceutical Access (SNHPA)
80
AWP
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63 ( ) 79 (AMP)
4-17
4-17
Big & FFS Medicaid 340B Medicare PartB Medicare PartD
VA( ASP PBM
DOD( )
4 ASP 6
31 2004 pre
12 Medicare PartD) 34 (2003) 9 81
2005 ‘billion$
Source: Safety Net Hospitals for Pharmaceutical Access
ANDA
Hatch-Waxman 180
" Brand Generic”
6
1
2 85
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FDA

FDA
3 4
a)
Reformulation
( )
b)
(
(
) )
oTC
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)

4-18 %
4-18 2006
60
A.56
50 - A 79 <50
\\~ w
40 g W39
36 “ags ’,'
30 31 A31 a
. :
i R T o & e ¥
e o mogo— W23
20 e z Y
=18 19
10

0
(%) 1990 1992 1994 1996 1998 2000 2002 2004 2005  2006P

—— —-m- oA

Source: KFF analysis of National Health Expenditure data from Center for Medicare & Medicaid Services

26 (1990 ) 47 (2005

) (out-of-pocket) 56 1990
26 2005 HHS(U.S. Department of Health and
Human Services)
2006 out-of-pocket 42
19 39 2007
%2007
2,300 920
940 2008 2,480
1,040 980
4-19 * 2005
7 69 2006 :55

25 http://lwww.kff.org/rxdrugs/upload/3057_06.pdf

26 http://lwww.kff.org/rxdrugs/upload/3057_06.pdf

21 Office of the Actuary. National health expenditure projections2006-2016.
http://www.cms.hhs.gov/NationalHealthExpendData/downloads/proj2006.pdf
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128
20 2 510
2007 22 2

4-19

300

@ out-of-pocket H O ]

250 r

200

$Billion

150

100

50

2002 2003 2004 2005 2006 2007 2008

-20
2005 2006

28 http://lwww.kff.org/rxdrugs/upload/3057_06.pdf
29 Office of the Actuary. National health expenditure projections2006-2016.
http://www.cms.hhs.gov/NationalHealthExpendData/downloads/proj2006.pdf
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)

AWP Average Wholesale Price
AWP
AWP
AWP
?
AWP
ASP AMP
() AWP
1960
AWP AWP
1980 AWP
40 AWP WAC
AWP
30
AWP
WAC
3 AWP

30 OIG. Medicaid drug price comparison: average sales price to average wholesale
price. DHHS; June 2005. http://oig.hhs.gov/oei/reports/oei-03-05-00240.pdf
31 CBO testimony. Statement of Douglas Holtz-Eakin, Director. Payment for
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AWP

32

AWP
2006 New England Carpenters Health Benefits Fund
First DataBank Inc.( AWP )
First DataBank Inc. 2 AWP
AWP
33 AWP
2007 5 Wolters Kluwer Medi-Span
34
CMS AWP AWP
AMP AMP
AMP
)
1997 2004
AWP 2003 AWP 95 2004 AWP 85
AWP 95
2003 MMA Medicare Modernization Act
2005 1
AWP ASP 2006 1 ASP 106

32 See Vito RA. Medicaid issue. CQ Congressional testimony. Philadelphia, PA:
10G, DHHS, June 2005

33 Publisher agrees to roll back Rx prices in settlement with consumer-labor
coalition. BNA. October 10 2006

34 Wolters Kluwer. Changes to the reporting of AWP by Medi-Span.
http://www.medispan.com/marketing/Common/PDF/Marketing/20070525 AWPSettle
ment.pdf
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AWP ASP ASP

2005
HHS(U.S. Department of Health and Human Services)
ASP AWP 51
AWP 74
70 32 %
ASP 106
2006 CAP Competitive Acquisition
Program CAP CMS
ASP
CMS ASP
ASP
AWP
ASP CMS
CMS

MMA
Medicare Prescription Drug,
Improvement, and Modernization Act of 2003, H.R.1, Public Law 108-173,
Sec.1860D-11(i) "NON- INTERFERENCE “clause

35 OIG. Medicaid drug price comparison: average sales price to average wholesale
price. DHHS; June 2005. http://oig.hhs.gov/oei/reports/oei-03-05-00200.pdf
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2007 7

2006
150 36
D
2006 CMS 2008 1
2005 2 2006 22 +
+ dual eligibles
AWP AWP 15 25
MAC Maximum

Allowable Cost FUL CMS

AWP AMP

36 Henry. A. Waxman, et al. Private Medicare Drug Plans: High Expenses and Low
Rebates Increase the Cost of Medicare Drug Coverage. United States House of Rep.
October 2007
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a)

(Ingredient Cost) Dispensing Fees
AAC Actual Acquisition Cost
EAC
EAC
rug
pricing compendia AWP
First Data Bank
Medi-Span 4 CMS First Data Bank
Medi-Span
AWP
AWP
AWP 10 17 WAC 6 9
OIG Office of inspector general : HHS
AWP 10.31
AWP
22 AWP 65
AWP WAC 87
b) FULs Federal Upper Limits
(FULs
3
Multiple Source Drug AWP  FULs
Red book Medi-Span
CMS 100 1
150

single source

37 OIG. Variation in state Medicaid drug prices. DHHS; September 2004.
http://oig.hhs.gov/oei/reports/oei-05-02-00681.pdf
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AWP EAC Estimated Acquisition Cost:

DRA(Deficit Reduction Act )
AWP AMP FULs
AMP 250
CMS FULs
c)
1990

Reconciliation Act of 1990

FULs
550
()
AMP
AMP  15.1 AMP
AMP 11

)

CMS

AMP CPI

CPI AMP
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2005 2

AWP

FULs

FULs

OBRA'90: The Omnibus

11.5

Best Price



URA Unit Rebate Amount

30
CMS
40
100
150
)
AMP
AMP
AMP
ASP AMP
() ASP AMP

URA

15

CMS

2006

282

ASP

1990 &

CRS Congressional Research Service

CMS
AMP

CMS
45
60
38
38
101
101
FULs
CMS
FULs
CMS
ASP

38 http://www.cms.hhs.gov/MedicaidDrugRebateDispR/
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CMS

ASP AMP
CRS HHS
ASP AMP
() NCPA
EAC EAC
EAC
CMS
EAC
DRA Retail Price

Survey CMS IMS
Health

15,000

CMS
AMP EAC
IMS Retail Price
FUL
AMP
AWP  WAC
AMP Retail Price Survey
CMS EAC

NCPA National Community Pharmacists Association
AMP
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36

NCPA
AMP

AWP 85 88
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2006 2,747 2,206
541 20 63
22 13 %
4-21

4-21 ( )

2000 2001 2002 2003 2004 2005
$4579 95006  $5537  $5952  $6359  $64.86
$6529  $69.75  $7749  $8557  $9586  $10L71

57.6% 59.0% 57.9% 55.0% 51.9% 48.7%
$1933  $2172  $2489  $2769  $2871  $29.82

42.4% 41.0% 42.1% 45.0% 48.1% 51.3%

Source: U.S. census Bureau, statistical Abstract of the United States (2007)

a) Generic Substitution Law

1 1 3 3
DAW Dispense As Written “ "
‘ DAW’

" Interchange is mandated unless the practitioner writes the words ‘NO
SUBSTITUTION' in this space.”
‘* NO SUBSTITUTION’

“ Tarascon Pocket Pharmacopoeia”

39 http://lwww.kff.org/rxdrugs/3057.cfm
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DAW  DAW’

b) (Hatch-Waxman Act)®
The Drug Price Competition and Patent Term Restoration Act of
1984( )
ANDA Abbreviated New Drug Application
4-22
1984 11 13.8 “
( 4-23,24
4-22 Hatch-Waxman Act
ANDA
Paragraph ANDA
ANDA ANDA 180
5
3
5
Paragraph ANDA 30
42
40 Balance of Power VS.
2006
41 Balance of Power VS.
2006
42 Balance of Power VS.
2006
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474

7270 230 193 180 186 182 181 182 170 157
N N AN AN AN AN AN AN BN O e

1995 1996 1997 1998 1999 2000 2001 2002 2003 2004

L (month: ——

,Inc.

4-24

56

1988 1990 1992 1994 1996 1998 2000 2002 2004

500
400
300
200
100
0
60
50
40 -
30
20 .
10 19
0
1984 1986
Source: 43 44

Mercy Health Partners
Mercy Health Partners 35 Catholic

Healthcare Partners

65

20

10

43 Generic Pharmaceutical Association
http://www.gphaonline.org/AM/Template.cfm?Section=Home
Balance of Power VS.

44

2006
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FDA

b)

FDA
FDA

FDA Approved Drug
Products with Therapeutic Equivalence Evaluations FDA

" Therapeutic

Equivalence Evaluation Codes” 4

FDA

FDA
B FDA
AA
AB ABl1 AB2 AB3 AN AO AP AT B BC BD BE BN BP BR
BS BT BX
http://www.fda.gov/cder/ob/docs/preface/ecpreface.htm#Therapeutic%20Equivale
nts AB
" in
vivo” and/or “in vitro”

45 Balance of Power VS.
2006
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AB

AB
FDA
c)
FDA FDA

" Generic Drugs: Safe. Effective. FDA Approve. (GE:
FDA )’

FDA
d)
46 Balance of Power VS.

2006
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AB1

46



Dispensing Fee
Dispensing Fee
Dispensing Fee

Dispensing Fee

6 100 6 20
1.2

47

Ingredient Cost: AWP 12.75 brand ( AWP 12.75 )
AWP 16.5 (generic)
AWP 12  (specialized HIV pharmacies)
Dispensing Fee $4.50 (generic)
$3.50 (brand)
Co-pay( ) $1.00 (generic)
$3.00 (brand)

47 Center for Medicare & Medicaid Services (CMS), Medicaid Rx Reimbursement Rate

December, 2006
http://www.cms.hhs.gov
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10 20

L))

10 50

9)
ANDA Abbreviated

New Drug Application

FDA
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RxList  http://www.rxlist.com/script/main/hp.asp

RxList.Inc.
FDA
15 20 FDA

Medwatch (http://www.fda.gov/medwatch/safety.htm)

FDA Black Box Warning
ANDA
4-25 27 OGD
Office of Generic Drugs ANDA
8 FDA 2007
30% 682 49
16.3 %0 OGD
200 1100 ANDA
51
2007 10 FDA
Generic Initiative for Value and Efficiency: GIVE 52 33
GIVE

a)

b) FDA OGD Office of Generic Drugs

c)
b)

FDA

48 http://www.fda.gov/cder/ogd/announce/2006_02_17JB_GphaTAC.pdf
49 http://www.ipnext.jp/news/index.php?id=2006

50 http://www.fda.gov/cder/ogd/announce/2006_02_17JB_GphaTAC.pdf
51 JETRO New York, The America Report, Vol.7, No.2, Jan, 2007

52 http://www.fda.gov/cder/ogd/GIVE.htm

53 http://www.ipnext.jp/news/index.php?id=2006
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900
800
700
600
500
400
300
200
100

54 55

4-25 OGD ANDA 2006
2001 2002 2003 2004 2005 2006
4-26 ANDA 2006

600
500
400
300

413 ll -

200 364 373

100
0

2001 2002 2003 2004 2005 2006

5 http://www.ipnext.jp/news/index.php?id=2006
5 http://lwww.fda.gov/cder/ogd/GIVE.htm
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19

185

18

175

17

165

16

155

15

4-27

2001 2002 2003 2004 2005
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1 Home Infusion Service

2001 450
Home Infusion Service 10.4 2001 % 4-28
4-28 2001
Market Size (billion$) Percent of Market(%)

Home Health Agencies 332 73.3
Respiratory therapy 4.5 9.9
Infusion therapy 4.7 104
Durable medical equipment 2.9 6.4
Total Home Health Care Market 45.3 100.0

Source: Seurahe Bank and CMS

Home Infusion Service Home infusion organization HIO
Home Infusion service
4,500 HIO
HIO
HIO
24 Home infusion Pharmacy

Home infusion service
Home infusion

Home Infusion
Home Infusion
HIV

Home infusion

Home infusion
Home infusion service

56 CMS Health Care Industry Market Update, Home Health, Sep.22, 2003
http://www.cms.hhs.gov
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Home infusion service

B
Home infusion service
24
D
Home infusion
Home infusion service
50
D Home
infusion
Home infusion organization
D Home infusion service
D
Home Infusion
57
40
4 (2005 ) 2006
21.6 2007 22.2 2016 30.8
58
QoL
( )
1997 CCGP
Commission for Certification in Geriatric Pharmacy * CGP Certified
Geriatric Pharmacist: CCGP ASCP
American Society of Consultant Pharmacists ¢° 1997
CGP 2
5 ASCP

S’http://www.cms.hhs.gov/PrescriptionDrugCovContra/downloads/HomeInfusionRem
inder_03.10.06.pdf

58 http://www.cms.hhs.gov/NationalHealthExpendData/03 NationalHealth

AccountsProjected.asp#TopOfPage

5 http://www.ccgp.org/

60 http://www.ascp.com/
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CuU

)
CuU
21DFR312.34 o Cu 3
( )
2 (
)
IND Investigational New Drug IND
62
FDA
IND 1 FDA
FDA
IND
IND FDA
FDA
CRS CuU
FDA
Authorized IND Cu
FDA
FDA

61 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/ICFRSearch.cfm?fr=

312.34
62 http://www.accessdata.fda.gov/scripts/cder/onctools/Japan-access.htm
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()cu

1970
HIV AIDS
Emergency/( )IND Treatment
FDA 2006 12
63 64
CuU
IND IND
1
Cu IND
65
FDA CuU
Cu
CuU
CuU

IND

63 http://www.fda.gov/OHRMS/DOCKETS/98fr/06-9684.pdf
64 http://www.fda.gov/OHRMS/DOCKETS/98fr/06-9684.pdf
65 http://www.fda.gov/OHRMS/DOCKETS/98fr/06-9684.pdf
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IND
CuU

IND

FDA



IND

( )Cu
() CuU
1997 2005 FDA 2,046.6 IND
659 32.2 (Individual Patient) IND (Emergency) IND
4.6 0.2 (Treatment) IND (Protocol)
66 FDA
( IND )
CU 4-29 67
4-29 Cu 68
Individual Patient or Emergency IND Intermediate Size Patient
659
55
1 20 40 791 923 10 58 61
2 30 50 857 988 10 20 61 66
3 40 60 923 1054 20 40 66 77
4 0% 923 1054 25 50 69 82
5 0% 923 1054 0 69 82

66 http://www.fda.gov/ OHRMS/DOCKETS/98fr/06-9684.pdf

67 http://www.fda.gov/ OHRMS/DOCKETS/98fr/06-9684.pdf
68 http://www.fda.gov/OHRMS/DOCKETS/98fr/06-9684.pdf
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()cu

2006 5

2007

69 http://www.yakugai.gr.jp/attention/attention.php?id=172
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o
Drug Tariff NHS PPRS MW
TSO PPRS ABPI
M BGMA
NHS
Drug Tariff
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MIMS  BNF

12.5
NICE NICE
GP
PCT GP
VIDAL CEPS HAS CT
VIDAL
SMR ASMR
CEPS CT
1 5 10 2
5
VIDAL CD-ROM
100%, 65%, 30%, 0%
T2A
0TC
Caveli | Aveli  owwms
THERIAQEE CNHIN
Rote List
Rote List
IFA Rote List
1 3
2 1 15
IFA {
X (6~15%) x 1.03
(8.10 ) Ix 1.19( )
Laver-Tae | 2.3
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Pharma-Search
AVG
"""""""""""""""""""""""""""""""""""""""""" 1QUiG
AWP
WAC AWP WAC AMP ASP Best Price
AVP
ASP AWP
Best Price AWP Red Book Medi Span
AWP WAC WACx 1.25<2007 1.20>
WAC
Non —FAMP
Medicaid NET AVP
-Manufacturer
Fssp
3408 ASP AvP ( HVWO )
FCP AVP AVP ASP 2005
VA Averege B
-Price Best Price
@
2007 57 24
GP
GP
PCT IT
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€

2007 9
17.3% 9.3

1999

2000

2002

2003

2006 2006
70% 20
2007

Pharmacovigilance Center
(€))
1970 30 2006
60.0 35.9
76.7% 74.0%
)
2006 20% 63%
22 ,13%
FDA
FDA Medwtach
2007 10
GIVE
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@
2007 2

€)
2008
2007

2007 7

€)
2007

2008

)

€y

PCT

€
1994

ATU
ATU
ATU

OFT Office of Fair Trading PPRS
QALY
0.5 50
IC Vital
13 5
DMP
18 2 0TC
CMS

MHRA

MHRA

5121-12

Nominative ATU Cohort ATU

Nominative ATU Cohort ATU

100%
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L162-17-2
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ATU

€)
EU

Gem BA

C)

Cu

2006 12
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