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1. RENFIEEPMLOY XY
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cophenolic mofetil &\ — 7z G P HE % ffi fi] U 72 5855 © PML O RIEFI S EBERE <, KEA
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1.1 PML &3P

PMLZ, B ARV A —=~vT AL ZD 1 TdH % JC (John Cunningham) 7 4 L ZIZ X D5 EiEZ
B X AR R D MR AT AR T, KINO B OBERIETIZ B0 2 7RO & S %
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PMLREIEFIN L < RENZDITHIVEGUEETH D, ZORIEFRITHIV BEGUEE DR 5% & &
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1.2 Efalizumab £/ (Cf# 5 PML

Efalizumab {3 H 5§ [ ~F 8 O m i PEEZBEOGHREE T, KRIETIZ 2003 £F12, EU TIiE 2004 427K
ENTz, 1gGlLIcxT sk MEE/ 7 a—FPURIRERTH D, FIERIBICEE 35 v 73k
D 1f @ lymphocyte function-associated antigen (LFA, Y ¥/ SERBERERYEPUE) -1 2 HE T 5,
LFA-1 3G~ D ) v 7 SERD 5 ICEHE CTdh 5728, efalizumab (3508 45 X Z T ED
FREHRM A, ROREIR #UGE T 21EM2 5 5, AP0 TRB SN TH 6 2008 F-K % Tic
AR THI 46,000 ADEEFIHH Sz &g ShTnd Y,

2008~2009 F-#]D 12, efalizumab % 3 £ELL L U 72878 T PML & EEZ W & 1172 3 h 8
X (9B 26NFFEE), HRKRET efalizumab DHR5E &2 —Brp 4 3 L& @M X /-,

1.2.1 FDA OXf&

FDA (%, 2008410 H ORI T, efalizumab DRM 3CH A2 WET (PML % & &4 1y % 7 5§ gy
JED Y A7 %8 5 72 DI SCRCHA A S 2 fi%) $5 2 L AmMAL, BhEEHICHL
T efalizumab fEFHIZBY 3% REMS (p. 468 2HH) ZE TS5 LK IERL Tz d, 248, 20
%, efalizumab fi & # TO PML O FEREDO MG A 3 HIOFTEE & &0 46 FECHD 16liZ PML
DEEbNTIEFITHEEZINIZ S TngWn) k57228056, 200942 A2 efalizumab IZ Xk %
PML D) Z 7 124 5 AR BIS 2721 AR L7=Y, ZOHTFDA X PMLIZEIS % & #HlE
HMOLE 2 —%1T7-TkD, QefalizumabD V Z 7 HBXR%1 T 4 v b & EREIS K WTZ &, @efal-
izumab 25 SN2 BEHITR L, PML OBIERIERICOWTIHIEICH G E 2 Z &, QIREMHHES

ZEFEOMEERE=LY) 7 (PMLRBIEDO RN S0 ) FEFED 3 A fEFE LKL DET S
7%, WU AEEA LD VETHS I AWML, & 5IZ[AF-3H, FDA i Raptiva® O Med-
ication Guide (p. 469 2H) A K42 L L {12, IR CHIZPMLICBIF AWM AEML 72,

1.2.2  EMEA (BINEEZEST) OIS

EMEA ® Committee for Medicinal Products for Human Use (CHMP, [E#WEEZ) 1, efal-
izumab O HLEMRFEREH & OTilREOLEMEEHR (10 fFOWI%EA» S5 6 W l-aahET — &, BRIR
BT — # X — 20 5453 5 NI=ZRVEER, BRERGEFH R IEREE A o BLENGEREICRE S
7EWERTER) 2L Ea—U7, ZOMR, [TRIZEEICE > TEAGRERTH 2 2 & & »
FTILREMHTHTH S, ZHITHLPMLIZEIENTH S Z 25, PMLO Y A2 IIHATE
], [PML A EDIBEIZRIET B4, & 5 WVIZWOTIET 22 & V4 2 EMED mun ks
BNWZEND, efalizumab O FHHRRAZEA L TEPMLOY 227 # KK TE AL EZ 6Nh 5],
[z I T X 2 DRI AER N TS 728, RS ~ HEOIRHARO BN & L
T efalizamab DENPEIZ KL L D IZHECEWEEZ 6N 3], DL E» S, efalizumab DX %
T4y bR 22 %& Bl Toan eIl L, EUIZET S efalizumab OIRGERGE & — I 113X
XTHDH LA L 72,

%72, CHMPIZ, i ERGEIE A 2 BEIZ I 1) B efalizumab DA RIEIZBI§ 2 Hiis#, &
KU LIRS TNF-o Bl ESE (GZREEEIC M X N 2 BIO RIS 12Xk 2108421 TRIEK T O



Oct. 2009 THE JAPANESE JOURNAL OF ANTIBIOTICS 62—5 463(69)

HTREMEDS & % WM E T O efalizumab O L EMEIZB§ 2 Wil e Biat S 2 B b5 L Lz, &
512, efalizumab fEFH CHOEBLEWER (7Y - SV —RERFRLIT— - 74 v ¥ v —
REMERE (AR MRS < 5 IERE) | Mige, MO, RERge, WUERHiAL & & Do EGLE]
PMESNTND T L EHEML 7=,

1.2.3 Efalizumab D iid5 2> 5 DGR

2009 -4 H 12 efalizumab O #5E 35 T d % Genentech £113, KE 352 & O I6] 85 O BRE) Z¢
HEBUNZFGG L 722 & 22K L 729, EU Tld Merck Serono #1238 BUEIRFE KGRI D T F & i
BN A HEE L, 200946 A, EMEAA R L2 EBnAEKIED, ZIFFAFIC, 7 F X2 THK
FEHL D T & A EBINAGERT S AL, efalizumab 22009446 H 8 HLRE, 2B TCAFTEAL &
5Zllko72Y,

1.3 Natalizumab £/ (5 PML

Natalizumab 1, K[ET2004 412 2 R PEMLAEDERIRIRE U TR I NI2A V72 ) ¥ od 12%d
T5b MIE Zu—FAHREENRTH 5, AIMERMRKTICAAIETS4 T2 Y adpfl®
cABTICHEAT B Z Ic kD, MENEMIEE L SITHET 5L 2 7 % — L OFEA &R I ICPHE
L, FERDOFE LRGN ORI 2 I 4 2 . ZRMEMALIEL, WYL & A7 T MR 23 i i B
P %58 0 P hAXERERICA D Z EDNRYID AT » 7L XN TH D | natalizumab 1& Z D#EFE A FH
FEEZZLICXDENERMET L EZ SN TS, KEITIZ, AEHIOMHH LRI L 72 PML O
FREA 3B (5 B 2HINFE) W5 S, 2005 Fi2—ReRFeH IEDFER & 5 h 7z, KRS
A& TO PMLRRERIE, P18 » HOBEH T 1,000 Adb 720 1 A & e & h 7z,

ZDt%, V) 27 i/IMUEHHEIT & % TOUCH Prescribing Program® D & & TO A4 5 Z & %%
PF122006 FIZHRGE PR & 7z, BIE, KETIE Z D Program 128§k U 72 FF 781 & R ML IE &
B0y u =R OBFEIEISA H B . Natalizumab 12 & 26 %5213 28 HIETNT, 20O
Program @ [ CPML X% OfthO HEH Z H I ESYEDFRIEICBE L CHELE=4 ) v B X THE
WAL A 521 B

EU Tid natalizumab® ) 27 & X% 7 4 v b Ot st lio b &, 2006 412 & D % R ML
JENDOFHEIZOWTO A BRENEE L S L0 ) FETRBEROBEIG A KRS 0, —J7,
28— WRIZELTIEPMLOD Y 27 BX2 7 4w XD EWE LT, BEU TIREIBKESH T &
hTns !,

2008 4F, KIETOURGEHRZMID T, KRINIZ I T L RMELAED 72 8 12 natalizumab 0 ¥ 5
B % 52T 723 TO PMLISRE A 2 (iR X 7= 12, LIRiiD PML GEMIZL, natalizumab & fthod %

G Tysabri Outreach: Unified Commitment to Health (TOUCH) i, &k L 7z i+ ¥ & — 12D A natal-
izumab G956 Z & &, PMLRMOEE 5 A REGHED £ =4 ) v 7' K OSBRI A 4 (e 3 5
ZeaHME LAY X2 EBETH, Tysabri® I3 natalizumab O &b %

H T LER 5 O RAEH N ANGEET B RYID AT v T LT, A VT2 Y odfB7 &5 L72AMERO D
MRINDIEE NG L Th D, ZOBEEEHFTIIENEMIOLNDIEELOND,
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2. TOUCH Prescribing Program O % A b

http://www.tysabri.com/tysbProject/tysb.portal/_baseurl/threeColLayout/SCSRepository/en_US/tysb/home/treatment-with-tysabri/touch-prescribing-
program.xml

Home > Your MS Treatment with TYSABRI > The TOUCH® Prescribing Program
The TYSABRI TOUCH® Prescribing Program ]

Because of the risk of PML, TYSABRI is available only through the TOUCH
Prescribing Program, which stands for TYSABRI Outreach: Unified
Commitment to Health. TOUCH is a restricted distribution program focused
on safety. The goal of the TOUCH Prescribing Program is to minimize the
risk of PML.

Find a
TYSABRI
Prescriber

TOUCH was developed with the help of the Food and Drug Administration
(FDA).
« Only prescribers and patients enrolled in the TOUCH Prescribing
Program can prescribe and receive TYSABRI
« Only certain pharmacies and infusion sites authorized by the TOUCH
Prescribing Program can dispense and infuse TYSABRI

TOUCH offers more interaction with doctors and nurses. Your treatment is
closely monitored to help make sure TYSABRI continues to be right for you: Find an
« Once every 4 weeks at each infusion visit Infusion
I F . Center Near
« Plan to see your doctor 3 months after your first infusion, 6 months after You
your first infusion, and at least as often as every 6 months thereafter Ciick here for he
TOUCH assigns you your own specially trained Biogen Idec Case Manager locating an infusion
to help: M—Mcbsmr
« Get you started on therapy and answer questions about your therapy \a
PEMEHEONH TORIET B - 724, Hiiw2lid, MO RIZHESE (B2 —-T72arikl)

O HEE (FFHARREDMHH) 37 <, natalizamab O HLANGEE T TOH)E T O PML FRER] &
I THHTREGERTH 572, FDAY, EMEA™ & 12, R CEAHRETL T, HANZ K S
PMLIIEA 5 Z & 2#EHE UGBS 2 K5 #1% L 7z, 200848 HIZ FDA 235 % 78 L 721§
MTIE, &R TH 39,000 A2 natalizumab (2 & 2EFEEZ B L, 5 58 12,000 A4 1HELL G
W2 Q. KETIE, $7,500 A2 1THEDLE, 93,300 A2 1 DL EOGEEE A4 L7z,
W7 72 75 PMLIERNEZ M T 5 72, FDAIZ5] %% % natalizamab O HANAERIL, ftho 5z
FEERE O L 2235 A L KL CPML O ) 2 27 2MKv &% %, TOUCH Prescribing Program @ &
& TOFEBHRNER A2k d 2 /gt AR L7z (200848 ).

Z D% 200942 HIZ, Health Canadaid, HANGEIC & 5 PMLIEFIOMRE 25200 TS E /&
7 7 OUGET &MWL 7228, Z ORI TIEHANC K 5 PMLREAEE B (BEU 441, KE 1615 5%F1H
LHIZELS) TH o721, 200946 AIZiE, FIEX 10BNHEML T3 (1) 19,

1.4 Rituximab (C& %78 % % (T 7-BE& U 7 ¥ FEBETOPML

T BR h D B B e 2 SO A DR IS IR A & 1 2 8 ) e REIIRISETH 5
CD20FGMEDIEAR D F v Bilila ) v /8, KO 1 DL LD TNFHFESRE TORBENZER L a0t
AOHEE D HELSHHOBE ) v ~vFIod L TRR IR T3 (1% Db I3 methotrex-

Rituximab %

U AA T rituximab OB ) & v FAD@EIRIE A0,
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# 1. Natalizumab 12 X 3EH 42 7= CPML ATER X =0 (FHIKFR4E 200647 H ~
200947 A 10 H £7T)'0

PML AR S 7zH Natalizumab iR AR it ik
200946 8 23H 30MA ZRMB(LAE KES
2009F 68198 34 [OfEMA SRMBELAE KES
2009% 68 10H 35 OfEM ZRMB(LAE KES
2009%F 58 18H 24 IR SRMBELAE KER
200948 15H 3178 ZRMB(LAE KES
20092858 12718 SRMFBEE KES
2008128 10H 26718 ZRMB(LAE KES
2008F 108 29H 14 [EIEF SRMBELAE KER
2008F7H31H 147R SFRMRELAE KES
2008 7H30H 178 SRMFEE KES

ate & O THR) 17, KIETIX20034-, EU TIZ 2004 R 12KE &, &R TOREEEIZ
100 T ALLE (200748 H) L Eh T '™,

Rituximab ORMSCEDO [ ] 121k, ZhE TOPMLORIEIZOWT, JEFRVF V) VoVl
DBEENOMHH, B X ORISR 2S T ) 7+ b —F Z (SLE) DEFHEAOEILIME- TD
WA D 5 Z LI N T, IERTF V) VSO ICEH T 5 PMLIER, LR
D A F 7213 rituximab & 5-OREF THE Ch T 3230 TERTH D (1/10,000 K5i) , KFi
{2k & rituximab DOFA, F 72 130&E MR RE D WA TDFIETH > 72, SLE F 7213145 7%
DEETIE, rituximab 2% 5 L T WA TE PMLORIER G2 H O, % 7= rituximab % % 5
ENIEFITY |, rituximab % 5512 & D GIEEIEIEE A Z T2, DL EDO K12, ritux-
imab & PML O K RBIRIZS$ L S HfEE L Tk,

2008 412, RO EHERGAER T rituximab % 5-% 521} 7B V v v 5 38 TPML 28 1 Bl S h
7219, FDA ® MedWatch 2 S5 E - P2 24— & — 12k B L, AREFITIE, rituximab D&Y
526818 7 HRIZIC ™ 4 L AREGED3BI S, BFIIFEC L7z, Z =BG I IR |2
L, PML 23%5ET % 9 A HENCALSA 0 & U R 2 2 0 Cnie, 72, REIBBE ) v~ 5
ICREREL , RPZIIHIERIC K 20 &2 Tk D, ¥ = — 7L VIERRER C4 (RIS 41K0) il
BHETELRNZIER T T2 4 EOEANLRER ) v~ F AR & > 72, Rituximab 12 & 516%
BHUAHT I methotrexate, A7 T A F3R  TNFPHFEM & 12k 28 ) ¥~ FIGHF, rituximab 12 &
BIEEHE T 13 methotrexate, 27 04 N3 EIZK BB ) v~ FBEEZIT T2 EXHRG
EhTnh3,

Z N F TO rituximab i [ HEFH TO PML FAE IS EISIMEFHORER T H - 722, SHNLEIED &
BRI v~ FEETOHD TOPMLIEGRE Th 722 &5, RN XED [Bis KO
LoREE] NEGIEhY,
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1.5 Mycophenolate £/ (Cf£ 5 PML

Mycophenolate mofetil (Roche #., CellCept®) (ZRIEIHIIE T, BOFGHERLMITI X,
mm%%éhfﬁﬁﬁ%%fﬁémw@mmmamuMMJaﬁéo*Ef@w%ﬁgEU?u
1996 I RGR &, Mes ot (BFHE, O, NP %320 7288 ORISR O 729
cyclosporine & corticosteroid & D f)fF “C;Lé‘lf” PWERENT W5, KETIZMPA 263K 75 & 3‘ %
Myfortic® & 2004 FFIZFGRE N T 5,

MPA 327 = D de novo &I DHHRERTH 54 /v 1) YT & Fur+ — ¥ OERMN
THRNEHFDNETH S, 7 Y OEEKIZITEE, de novo B & P ILR— TR TOEKAL &
50, ) UNERTld de novo BIATETH 5T &h 6, MPAIXY ¥ 738k GTP X dGTP D Aiig %
7256 L, V) ySERISH U TR EEO BWililgeEtt 289, £7- MPA X, BilllaodiikeE LM
Hild 2, 612, V) YSERRPHERD M N MTENO#HE G- 2 EAEO ) av L —
VavEHETS, ZHUCKD, ) Y SERO SRESA RSB REEAGIA ANDOFAT 2 HIHI L T B &
FEZH5NTNW52,

Roche #1132007 -7 H , EHHLOMARMEEO L 4T — 2 X — 2T, PMLFIE & Bl % il el
233 % CellCept® D FHRERI & MR L 72, £ OFER, BIHEAERE & N 7EBIA 1061, B W EE
A b % ‘Eﬁﬂffi 7B X 722D, PML O#EEZWNE, IMEERCIMO 4 BMikh o Jc o 4
ZOBAIZ L D ITbh Tz, BHEDEE X 7z 105ERNIZ 551 5 CellCept® O H I, 61
N H““"fg*ﬁ%% (B2 365, Miims 2, o2 1651) , 45123 SLE & Tdh - 7=, B D JRENE
2d B TRGITOMHAENIE, 4B G SMEEE (BlEs 365, O 161), 2414 SLE £#
Tholz, 5 IBIIZHIVIEEEETH D, PML &M Sz TAEAZHEH L, ZOH%IC
PMLIZ& DFLEL T, IldFEMEEEIZ A T 24 P2, cyclosporine, tacrolimus, azathioprine
FEORIFIHIEEANHL Tl D, SLEEHZIZAT a4 N3 cyclophosphamide, cyclosporine D
HRAENHL Ty EiCD 17TREFIO 5 5 7HNEZFEC, SHENIIOHE, 5 HENTERAIH 2> 85 R R
TPML #3§f5t LT 7z, FECHIOD 5 5 1%, PML &8 & fu7z 2 4212 OlfE L & A 5 s
{57, ZOHKIZPML & BRIDHETIELE L 7=,

MPA % H3h 5 & 4 5 Novartis ££.0D Myfortic® 122 T & CellCept® & 1EIX[H UNE DO RA SCE
WET AR S, RIERHEHIAT K2 4 — L 4 =N AKX N7z, Novartis #10 AR HE 2T —
2= Z120E, BUE E TIZ Myfortic® 1220 T PML DFEHIZHE T AY, mycophenolate
mofetil (AN TMPAIZH#H &N 2720, EB508 G MCKH LD Y 22 852605,

MPA (2i3, PML 2¥)® & § 3 HELIEGYED ) 22 O FFHICMA T, iERPORHIC & 2 B
TEER KO RUERBOEN) 2203552 05, MBS X Medication Guide & 317 L,
BENBRE LR T OWRH CHEAREMERAZA S L LP,

1.6 PMLZEE®D

IO PMLSENMENE, BRSO E Blh T 5, %[E MHRA O RIS > 2 7
2 Yellow card scheme (2 2 & THEG S 7z PML 235Eb N BIER 191FD 5 B, 91F412008 4D
METH 722, HEEHL L TE M I N-EHRKE DS B ) rituximab, alemtuzumab (B il
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PEMSME Y VSRR O WEEEEL) | natalizumab, fludarabine ([F] I2), nelarabine (T fHfiait 2ty
YoSEAEIRDEEES) | mycophenolate mofetil DR SCEIZIE, PMLICEId 2 & 23508 S h
TW5 %, cyclophosphamide % epirubicin (V3¢ 741 & PUEEREEEE) & PML & ORIRBRO v
TYRRBBUED L Z AT TRBENZ N6, HEOTRMNCHEOLEVERRIZ PML IR X 1 T
VR,

PMLEIED ) 227 73d % & N BEHEMNITIE, HERERESLANMEOERICHWSh 551
EEHEN L < BEIREOEOREIRPHFE N8 D8 L0, L2 LaH S5, PML OFBRESHEE
BIEF IR ODRIED FRIAEEL WS 2, BIEL LA DHRES %<, < EBIFENTH
528m5, UAZ/NEZT 4y bOYIHEIZOANABLL, 5%, SANEREICEWTED K
I EFENE LN TN DR L7220,

2. TNF-ofHEZRICEEL -BEPEDNY X7

Infliximab, etanercept, adalimumab (ZZFEMEY A + #4 » Tdh 5 TNF-a % FHE$ 5 2 EAIT
® % . Infliximab & adalimumab (& TNF-oIZHEE 5 E /2 u—F LHATH D, etanercept i b
P INFZERO—E % I 1gGl D Fe 7 ICia L “BROMARHE TH 5, KETIE, B
fi o~ F, wREBIEI 2, SREPEEMES, BB I B SR ~ T Ok R O
WL E WL E U THAREINTH D, infliximab & adalimumab 1327 @ — VR & 8In A KGR &
nTns,

TNF-oBHEHIZ 50 2 RIS, L TV 3 B E I EEO REMER A REL T D,
D GIFHIEE A GFH L T2 AL <, BYUED ) 27 BT TITEWIREICH 5, ThET
%, TNF-oflFRIC K 2EEARYYED ) 2 7 | FRHIERL BAF RO kA Eil2onW i, #
RO AR 2 & B HERAEHM I N T E /=,

2008 f£-1ZIZ FDA 20 5, TNF-ofHFHEOMHE TOREMEFKRGIED ) 2 712D TOES
N E N2, ZOEEIL, FDA 2 TINF-ofHFEDHHE TO L 2 b 77 2w TEOHE 240 il %
LE2— LR ERTI7ZEDTH 5, 240D NERIZ infliximab D& 207 5], etanercept 17
i, adalimumab 16%T, ZOKFEEZ, AT FIAY - BT AT =Y LEPEOHRITHTDH 5 F
NAFN - 2y ENIFED» S OMETH -7z, it 2 b7 20, e 2752~
E, A7V VAT AIE, 7T A I ZEL KU ZOMO HAFREGUEO RIESRE S h Tk
D, 240D 5 B LB 21HITIE, EX N TIATIETH S Z EPPIHICIEEFE SN THE
WA TOWBRFEFR MG A EN, 12 AT L Tz,

FDA i3 TNF-oBHE SR # TO BHRYYE) 2 2 OB AEICRER S - 728 L, EIREE
FHINFIZLI IO & 5 AEEMGE %217 > T3, TNF-o P ESEMHE IIEEFEGED ) 27 hid
BZLICHBL, TOBIREIERAREL T BEA2EEICE=4) VT3, FIEL
Wy, WERAT RN RAED W 5 2 Mk T O IERE/RAT O R OHERL, @Y ZamBIcE T 58S &
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3. Medication Guide Ol (FDA ® adalimumab DR XXED Y4 kD)

http://www.fda.gov/downloads/Drugs/DrugSafety/ucm088611.pdf
BECOMNYPTVRETEN, HTHASNTVDHEELH D,

17.3 Medication Guide
MEDICATION GUIDE

HUMIRA® (HU-MARE-AH)
(adalimumab)

Read the Medication Guide that comes with HUMIRA before you start taking it and each
time you get a refill. There may be new information. This Medication Guide does not take
the place of talking with your doctor about your medical condition or treatment with
HUMIRA.

What is the most important information | should know about HUMIRA?

HUMIRA is a medicine that affects your immune system. HUMIRA can lower the ability
of your immune system to fight infections. Serious infections have happened in patients
receiving HUMIRA. These infections include TB (tuberculosis) and infections caused
by viruses, fungi or bacteria that have spread throughout the body. Some patients
have died from these infections.

HUMIRA may not be right for you. Before starting HUMIRA, tell your doctor if you:
. think you have any kind of infection, even if it is very minor (such as an open sore).

3. FDA DREXIHK (REMS * Medication Guide) (C2U T
I, AREOBET T 72 FDA D455 T & % REMS % Medication Guide fEIZ DWW T,
AR T 5,

3.1 REMS (Risk Evaluation and Mitigation Strategy : ' X 7 §F{fi - BiR3$%) 2

2007 FOFDABHEIZE L DOVWTEHAINHIETH 5, [REHKOXRXT 49 FH) A7 % |
% Z & #fEFIST 5728, FDA 2 E &Il L 72538 12 36106 LT REMS OFE & Fhii # %2
KRTE D, KAIOFH I KO, HIREDERERIZOWTEF - L REMERBH S 2Tk 572
AR E KD, WIRONE L LTE, Medication Guide/Patient Package Insert (FEF (a1 K38
w4 NI KOV E 22 3BEMNTIREACE) OFR, 23220 -2 3 v 77 Y OFKR, ‘et
flid &4 LT —TLOEREEND S, 2009F-7H 10 HBEAE, FDADY = 744 kb L 52
& H D EHE S 2D W T REMS 239 X T 3 29,

AR Tl 7= R 35 T REMS 2S 23R X M 72 D 1 efalizumab T %, 2008 4 10 H 12 Medication
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W, RFEMAMER U 72 REMS 282008 -6 HIZ FDA IZ X - TKGR &1, Medication Guide {Z &
% BENOERIEMOML &, @B 258G (2009411 H, 201145 A, 20154-7H) %175
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3.2 Medication Guide (BEMJERERZH 1 K)?
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SEW
1) Tysabri® (natalizumab), European Public Assessment Report; Scientific Discussion. Available at
http://www.emea.europa.eu/humandocs/PDFs/EPAR/tysabri/H-603-en6.pdf
2) Raptiva® (efalizumab), FDA Approved Drug Products, March 2009. Available at http://www.
accessdata.fda.gov/drugsatfda_docs/label/2009/125075s1301bl.pdf
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Tysabri® (natalizumab), Public Assessment Report, Summary for the public. Available at http://
www.emea.europa.eu/humandocs/PDFs/EPAR/tysabri/H-603-en1.pdf
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17)

18)
19)
20)
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22)
23)
24)
25)

26)

27)
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Tysabri Update, Biogen Idec. January 9, 2008. Available at http://phx.corporate-ir.net/External.
File?item=UGFyZW50SUQIMTAwWODZ8Q2hpbGRIRDOtMXxUeXBIPTM =&t=1

Rituxan® (rituximab), FDA Approved Drug Products, January 2008. Available at http://www.accessdata.
fda.gov/drugsatfda_docs/label/2008/103705s52561bl.pdf

[E7 RS fr i ERE AT LA RERRAT | R AR 5(1): 2, 2007

[ R AR ZE i R IEBRAT | REM R TSR 6(21): 6, 2008

CellCept® (mycophenolate mofetil), FDA Approved Drug Products, June 2009. Available at http://
www.accessdata.fda.gov/drugsatfda_docs/label/2009/050722s021,0507235019,050758s019,050759s
0241bl.pdf
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[E7 RS fr R LR | BRI R AR 6(22): 8, 2008

JaNE, A. & J. D. AxeLrap: Title IX of FDAAA: REMS Authorities. Meeting with Sponsors Re Opi-
oid REMS March 3, 2009. CDER, FDA. Available at http://www.fda.gov/downloads/Drugs/
DrugSafety/InformationbyDrugClass/UCM163674.pdf

Approved Risk Evaluation and Mitigation Strategies (REMS), FDA. Available at http://www.fda.
gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/ucm111350.htm
Medication Guides, FDA. Available at http://www.fda.gov/Drugs/DrugSafety/ucm085729.htm
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