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FDA Recommends Against Prolonged Use of Magnesium Sulfate to Stop Pre-term Labor Due

to Bone Changes in Exposed Babies

Drug Safety Communication

1B H :2013/05/30

http://www.fda.gov/downloads/Drugs/DrugSafety/UCM353335.pdf

http://www.fda.gov/Drugs/DrugSafety/ucm353333.htm

FDAITERNE FE 1241, magnesium sulfate: 5 &l & 4T b o> FpER5 I H ) C5~7 B 22 T
ERLARWIOBE 9%, BREN ILIZRIFEDE IS T A (FDAIZZ O A TOM IT&GEL
VW2, AR 2 magnesium sulfated: 58 #125~7 H 22 TG L7254, Il JJ/V/'?AY&%
FEARTR0, BIIE, Bl BOREEISRIT RN H 5, I IRICELE KT LS5
BOEGHIIARHTHL ([F—HOERH 22 M),

Magnesium sulfate/3:, #F4 i (7B E © (Al i iU & 28 R 23R BLL T2 iER) TOFAED
T, BEOHCOREOT Mo — VARG ET 5, TR S L EBYE S T3 hb, iR
IRV MmEE T A OHE CThD, (EIRM MEBREL, 1, BIE, WMard, Ziesr
2, B IOV E IO CICELZEN DD,

IR TOINTYLRERTEEOREICATLIZOH L2 EREEEX T,
magnesium sulfate?3: 444 (USP) 50% D A+ SCEN LU T O I ZdiT sz,

e Magnesium sulfatey: 5 #la-1thm o> FpERA 11 B ) T5~7 H A B2 TG 5 LT85 4, IR
IV NRFER 08 O B & 5 | X3 Al REME RS S D 2 ) T4 | 2387 BN,

o KNG VTG IRFE /3% (pregnancy category) ZAHDIZA T L, IRRICEZ KIFT rIREMENRS
HZ AR Mg T | DI Z T\ ZIB N, izl HES BN U S F IO I
FLEiEND,

OIEFIMEVLSERE 3 FAD LN, ERDIR EADYARZIZOW T/ T U ARH D, Il
DY IO TR T 4 "GO IL FTREMEDR DT, UAZ D ATREMED & HITH )
OO HANTREINAG A RDHHEEET,

AR VAR S BAALLT, IFIREBL = TOMRIRA~DY AT, Z2ipo+-srabr—
IVENTAF IR Lo TERFESN TE LT, FH2 = EHLE TOYAZIZONWTTE T AR

A B AT, magnesium sulfate 7E57 (10%) O —ERELEL OB FEEICI 1T DT B OUHEHI ] O S8 0350 5,
(FR¥E)
B MedDRA/J Ver.16.0 Ti&l FMniEl, (BRIE)


http://www.fda.gov/downloads/Drugs/DrugSafety/UCM353335.pdf
http://www.fda.gov/Drugs/DrugSafety/ucm353333.htm

DA

[ 6 22 M ) Vol.11 No.14 (2013/07/04)

WZEETET,
o FPERS I H A TDmagnesium sulfateDAKREIIF 51 3KGRI I TUVVRNWZE, BLOZ D@L T
D D ZE NG NI S QRN & 50FH 95 [ Fia & HHPE | OTEE BT B,

fttl>magnesium sulfatei IO FLESER L, TN ENORELOIRM SCEIZFAROE B 2177,

{Magnesium sulfateyESHH] (USP) 122 T

o VTRV LNILIDENIZREIAFAET HMHAIR TV T, [ZEAE T B ITMFET D, (KHNOD
~ T AT LD RFIEDHHERSND,

o VI RXVULRED ERELITE T, K, Rl #itel, MRRICEET 52N HD, 1K
NOMDIRT NN (NI A, BT LE) ORI AINL, ~7 R LR LB EL T
DTENZUN,

o HEERSIE H A TOmagnesium sulfate?d: S Al OfkFE R 513, FDADKFEZ 21T TUewy,
Tebb, ZOREDOREMEEGIPEIIHE LIV TR,

e Magnesium sulfate/Z4EIR & i EBIEB L ORI CORIEDO FhEar he— L Z2in s LT
WD SRR i I R U O ML E SR BHT2280380, HRCRENE 2D ]
REVED DD, HEUR R MEBE L F-HIEW T Ib A E B TR T, BAIRELE T,

o HpEDmagnesium sulfateffid it (LFEME) 1%, ~ 7 RV LR Z, BRI, WhREHE DM (T
LIREAR T THOLNLLD7R) D M~ 7 R0 AR EE O GV TR C O FE R IED i
LLTND,

OERFHEEE T EMER

o UEIRITE~T7 H A #8% Tmagnesium sulfateiE5Hla ¢ 5-LIc56, BIRIZ Ao AREIR TR
B ORE B EL T ATREMEN DD, M EE KIFUAFL RO G MM R TH,

o TR O magnesium sulfateid: 3 D 513, IO K ERGAIZRVITIRETH D,
Magnesium sulfateid: 8§ Al 2 4E4R T2 32154, EEMEFE IXBEFITHL, RIRIERN
K SAREMEIZ DWW TR DRI TH D,

o Magnesium sulfatei= 5 &l &4 40 | Z i fis AME FH 32354, 168 007055 WS (L2 & 2 2 72 Jpibe

T, BFRLTZFERHE DR 3RETHD,
e Magnesium sulfatelZ B 42 A EH 5L, FDAOMedWatch” 127 F LG+ 524,

OF —FDEHK)
FDAIZH EFLHE T AT L (AERSP) C, magnesium sulfatelZ i NIRFE S8 £ R TOF
& B DIE IR A 18BIRFE LTz, -~ COMEFITE ¥ ST Claiiilish T,

€ MedWatch Online ®# -k https://www.accessdata.fda.gov/scripts/medwatch/medwatch-online.htm
P Adverse Event Reporting System



https://www.accessdata.fda.gov/scripts/medwatch/medwatch-online.htm

[ 6 22 M ) Vol.11 No.14 (2013/07/04)

DA

Magnesium sulfate! 3442 Bt £ D B #) T G- Z40 TV 7z, Magnesium sulfate~D iz IR &
O HIREX9.618 (FiPH: 8~123) T, M~ G- 80D F1133,700 gL EShiz, AFRS
ATIEBNZIE, A R B RIS B o A8 B SR BLL IS SN TRy, IRk
OEB TOSRE OB B EEN T, BRELFITIT @I THY, BRARESh
TeIRERUCIH R L TV,

ZNHO SCMEFNC ZAUE, B R oE o Fg 1Tmagnesium  sulfate~o 5= ik P B 5 & B8
WHVEITHDH, ‘BRPIEL BTG~ 7 2T AMSEIZER DA REHERHY, @~ 1T A
MAEASE VAR AL M ffiEZ 5 E T LB X BB,

FDAIZL, ARSNIEFEIELLE 2— L7 50158 Ti, magnesium sulfate~ 5 IR
BHIMIA3 A R OFT AL~ BB HINT A B2 28 £ CIL, B OB ICHEICE
BEREIMN LN AL TWDD, BIORFFE T, magnesium sulfate~?D I PIBREEE D727~
TR AR LA M2 2 TR NREE SN AE R S A R LTG5 G, RIS 7 2o DA, J1L
UL,V FAARTA TN (TGO~ —1—) OHLIE TIREICH BEAL U0, BEEE
HRICIIZED RN ST ZEDRENTNSY . ZhBOMFSET, magnesium sulfate~D5~7 H %4
ZTMEPRFICEENH LR E SN H AR OB OB I2X, B85 (Bl EhE) o i
REAE T sy KRR AL CRERR) 728 3do o7,

RRELTZ AT DIZEAETE, % DIRFED N T ZZAMEIILE 2—L72b DT, Bk
SN KPR EIR T — 2 X — ALV BIL T T,

ZIHDOMFFE T RISV D EH 2" e 35 B R AR A E O Z B 36 LOVET I IXHET R
WTC, ZDORHIZRERR EOBRIIAHTHL, ZNODOWED LT, RIENTHI-5BH T —
APFHI TN THD, HAHFIETIL, HAERHIE O R BNALTH A R 1LAIZ DN
T, 1%, BELUSHDOKE S TOXBBA TH O BE ARSI -T2 EHEL TNBY,

fEameLC, JEFIE L2107 — 213, 5~7H &2 2 71k is ~0magnesium sulfate$ 5-&,
%ﬁé‘%@1&7]/&?‘7AE&TB£U@$§5’;M&®F%L%%H FTTWg, JvEHIM oG, Bt

RN MEBLOVE O R BEE T 20 I ARHTH D,

R T — XU, BRI A~ BT AR B R LINIZIE R L TD, LasL, 1BBR
MRN8, RHINE ~D BT RO LT TE Mol

X R

1) Yokoyama K, Takahashi N, Yada Y. Prolonged maternal magnesium administration and bone
metabolism in neonates. Early Hum Dev 2010;86:187-91.

2) Wedig KE, Kogan J, Schorry EK, et al. Skeletal demineralization and fractures caused by fetal
magnesium toxicity. J Perinatol 2006;26:371-4.

3) Malaeb SN, Rassi A, Haddad MC. Bone mineralization in newborns whose mothers received
magnesium sulphate for tocolysis of premature labor. Pediatr Radiol 2004;34:384-6.

4) Kaplan W, Haymond MW, McKay S, Karaviti LP. Osteopenic effects of magnesium sulfate in



5)

6)

7)

8)

9)

Bl

L 22 MRS ) Vol 11 No.14 (2013/07/04)

multiple pregnancies. J Pediatric Endocrinology and Metabolism 2006;19:1225-30.

Nassar AH, Sakhel K, Maarouf H, et al. Adverse maternal and neonatal outcome of prolonged
course of magnesium sulfate tocolysis. Acta Obstet Gynecol Scan 2006;85:1099-103.

Matsuda Y, Maeda Y, Ito M, et al. Effect of magnesium sulfate treatment on neonatal bone
abnormalities. Gynecol Obstet Invest 1997;44:82-8.

Holcomb WL, Shackelford GD, Petrie RH. Magnesium tocolysis and neonatal bone
abnormalities: a controlled study. Obstet Gynecol 1991;78:611-4.

McGuinness GA, Weinstein MM, Cruikshank DP, Pitkin RM. Effects of magnesium sulfate
treatment on perinatal calcium metabolism. 1l. Neonatal responses. Obstet Gynecol
1980;56:595-600.

Schanler RJ, Smith LG, Burns PA. Effects of long-term maternal intravenous magnesium sulfate
therapy on neonatal calcium metabolism and bone mineral content. Gynecol Obstet Invest
1997;43:236-41.

AITER
©Magnesium sulfate (it~ 7 w7 LK F1#, Magnesium Sulfate Hydrate (JP), #T-HR i) £ iE

EREIZ 35U 27 O FESE J1iH] - 1R 3K)

% Magnesium sulfate/XINNZEFE Tl372<, USPIR L OBPIZLDHK L,

XENTIE, U8 BPEICR T D1 = MG OIHE Dm0 (VIR MR O 5-H3HI RS
DY E, EIITU IR SRR TGS RIS 2N G &I 552 L EDFEHBY) .



[ 6 22 M ) Vol.11 No.14 (2013/07/04)

DA

Vo0l.11(2013) No.14(07/04) R02

[ >kFDA ]

o FFEIEHLRE AR K olanzapine pamoate[ ‘ Zyprexa Relprevww’ 1: S5 AN # 54 DFE T HIZDU>
THES

FDA is investigating two deaths following injection of long-acting antipsychotic Zyprexa

Relprevv (olanzapine pamoate)

Drug Safety Communication
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B Risk Evaluation and Mitigation Strategy
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WANTED: Consumers to Report Problems

FDA Consumer Health Information
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q DEPARTMENT OF HEALTH AND HUMAN SERVICES Fom Approved: OMEB No. 0910-0291

m Food and Drug Administration Expiration Date: 6/30/2015

(See PRA Statement on preceding
general information page)

MEebWATCH Consumer Voluntary Reporting
(FORM FDA 3500B)

Section A — About the Problem

What kind of problem was it? (Check all that apply) Did any of the following happen? (Check all that apply)
[] Were hurt or had a bad side effect (including new or ["] Hospitalization — admitted or stayed longer
worsening symptoms) ["] Required help to prevent permanent harm (for medical
["] Used a product incorrectly which could have or led to a devices oniy)
problem [ Disability or heatth problem

[] Noticed a problem with the quality of the product

O [ ] Birth defect
Had problems after switching from one product maker ) i
to another maker [] Life-threatening

[] Death (Include date)
[ ] Other serious/important medical incident (Please describe below)

Date the problem occurred (mm/ddAyyy)

Tell us what happened and how it happened. (Inciude as many details as possible)

X1:{EEERARE T +—2L
http://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCM349464.pdf

U.S. Department of Health and Human Services Form Approved: OMB Mo. 0910-0291, Expires: 6/30/2015
For VOLUNTARY reporting of Se2 PRA statement on reverse-
MEDWATCH adverse eveats, product peablems and
p‘roduct use errors Tnﬂge um‘t#
The FDA Safety Information and
Adverse Event Reporting Program Pagelof3
2. Dose or Amount Frequency Route

#

"

B. ADVERSE EVENT, PRODUCT PROBLEM OR ERROR 3. Dates of Use (if unknown, give duration) fromfo | 5. Event Abated After Use
Check all that apply: (or best estimate) Stopped or Dose Reduced?
1.[[] Adverse Event || Product Problem (e.g., defecisimalfunctions) # # Oves [Jne [JR0EAM

- dicine| |22
| Product Use Error [_| Problem with Different of Same M . i #2 [Jves [Ino []Doesnt
2 0 i d to Adv Event 4. Diagnosis or Reason for Use ( Apply
(Check all that apply) # 8. E@Tﬂl};agi)ea‘r,ed After
emn juction’
Death: Dizabili Permanent D
I:l B J— |:| i ity or MEl lamage B » D]Yes |]:| - D Epge;m
Life-threatening ["] Congenital Anomaly/Birth Defect i
— Doesn't
[] Hospitalization - initial or prolonged || Other Serious (Important Medical Events) | | 6. Lot # 7. Expiration Date 22 [ves [no [ Aoply
[ Required Intervention to Prevent Permanent Impaimment/Damage (Devices) #1 # 9. NDC # or Unique ID
3. Date of Event (mmiddivyyy) 4. Date of this Report (mm/ddiyyy) #2 #2
E. SUSPECT MEDICAL DEVICE
5. Describe Event, Problem or Product Use Eror 1. Brand Name
2. Common Device Name Zb. Procode
3. M Name, City and State

X2: RERDOBE T 4 — 1
http://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCM163919.pdf
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elnsulin glargine: FH7=REEMT —FDLE2—fER

Outcome of review of new safety data on insulin glargine

News

1B H :2013/05/31
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentld=WC50
0143823
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A Committee for Medicinal Products for Human Use
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FEDV A FRBZ R LTIV ERERRL, £7-, insulin glargine?Sfa % 51 &L 2412 BH 572
(2725 TN L, FEEERBR CHEDY A2 |3 A LD BV o7 L a R LT,

EMAX, EDOEIELIZOWTHITOEE OFE=XV 7 %insulin glarginelZ L, ZD 58T
BT =2 EoNIITE | EHEFHE T2 T E Th D,

2EEH
k1 EH 22 S HR[EU EMA]VoL.7 15(2009/07/23) £ 1,
k2 [EIR AL 22 M [EU EMA]Vol.7 No.17 (2009/08/20) &,
S ETIER L LMER
[ kFDA]Vo0l.9 N0.04(2011/02/17), [#MHRA]Vol.7 No.22 (2009/10/29)

IAITER

O lInsulin Glargine [{ A2V Z7F ¥ Bz F##L %), Insulin Glargine (Genetical
Recombination) } (JAN) , FrhBUVfRA L AV T a7 8K, R 38 [EN 3850 1%
Mok F8 58 1%
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[ &% Health Canada ]

o ZRfEFHBNZK varenicline tartrate[ ‘Champix’ ]J3& Ut bupropion hydrochloride[ ‘Zyban’]: 82
s e /77 WET

Revision to the Product Monographs (PMs) of Non-nicotine Smoking Cessation Aids
CHAMPIX (varenicline tartrate) and ZYBAN (bupropion hydrochloride)

For Health Professionals

1HA A :2013/05/27
http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2013/33621a-eng.php

(Web#g#k H :2013/05/30)
@ Pfizer Canadattis X (MValeant Canadattd b0 ERRFEEE AIHER

Pfizer Canadatt¥sJ U Valeant CanadaftiZ, Health Canadak® 1 /1D F, =aF L && F/e0
EIFAH Bh FE T b DHvarenicline tartrate[ ‘Champix’ 133X Utbupropion hydrochloride[ ‘Zyban’ ] o>
G /777 (PM) BGETIZOWCIE AR A2,

[ “Champix’ 11Z, 287 BV 7 LR CTRHWO A EEERIFR I ChHh D,

[‘Zyban’ Ji%, 1TEME EFRIELOFE THOWDNDEEERRIE TH D, £/, [Zyban’ JiT==F
CEBEEL OB BEINE T D,

F=aF L BH OB K2 Z 2 ([ Champix’ ] L[ ‘Zyban’ 1) oRIEE /75712, LA
T OEERFLAR P BEINET,

o FE=aF U BUH| ([ ‘Champix’ TE7/21Z[ ‘Zyban’ 1) DLF 2R ET BRI, IBEORIRE L
LC=aF v BREE 0 ICREHT & ThHD,

o ZDFA, [‘Champix’ 1E7/1Z[ ‘Zyban’ 125§ 3R, =aF BHREEZRT
DEDRDHD,

FERNZOWTEE, [“Champix’ JABX O ‘Zyban’ 1BDBLLE /ST 2B RT5ZL,
ZORNE /)7 T7WETE, MR O IRERE, BLOIE=aF U BAIOEREFZ Rl

LCW5, 8T /7 Z7%ET &4 B OE A O E XIS, 2B SR IV PSS~ 3%
74U RZFHCDWTIRH LRELEH T LD EENA R 52 L Th,

A http://www.pfizer.ca/en/our products
B http://valeantcanada.com/en/our-products.aspx
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2EFR
sk 1: [ ‘Champix’ JOHL L€ /7 F7\20%, EEREELLC, [ “Champix’ 1 & 128V T,
Moo Sy, Wk, WoZ, TTEIOZM L, AREESR (HRRE, BRITARE) LVolcH
BRI R EROTHRERENDHDHIL, ZOXIIRE R FSIE, BB ISR
BERA L TGN DT HAEL TODIENFEESIL TV,
Vareniclinefd A IZE G AR R FHRITHOW T, FELLIIXFDAD 5 [ Varenicline : F5##
MR RE EFROVAY | BB,
<R ER AL 22 2 PERE R [ KFDA]VOL.9 No.24 (2011/11/24)
7o, DIE R AT 522 2R A2 O\ TE, TVarenicline: DI A EH G DY
22T AR AL E 2— DB EIEH 2 5H,
< [E 3R 2 e VER R R FDA]Vol.11 No.02 (2013/01/17)

IAITER

©Varenicline (/XL =2V B A&, Varenicline Tartrate (JAN), adp2 ==L 5 25483043 VEHh
FE, BEEEABNEE) [EN e TSk FETE R

©Bupropion (7 7'me 4 & EHE, Bupropion Hydrochloride (JAN), NDRI (/L7 R KX
SUTRIIAZRBRTERR) , HLOOHE, BB s  FE 5E

Vo0l.11(2013) No.14(07/04) R06

[ANZTPA]A

BRI OLE MR THRLEEIZONT

Early warning of safety concerns with therapeutic products
Early warning of safety concerns

1HA H :2013/06/04

http://www.anztpa.org/projects/ews.htm

http://www.medsafe.qgovt.nz/Projects/B2/EWS.asp

(HeHe)
A =AU T DTGARKE L N a——TF  RdDMedsafe®iX, FEREl 5 OZ2 MR EIZ- DOV T
TEHMIRULT 2 s 2T AR LT, ZOV AT AL, A— AT T =0 ——F R

A Australia New Zealand Therapeutic Products Agency (A —ARTV T » =2——F 0 REK I, - EFREEZT)
B Australian Therapeutic Goods Administration
© New Zealand Medicines and Medical Devices Safety Authority
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WATL CHEED,

TGA&Medsafeld, TN LN DREFOEHRELIL A7 n 2408 U CTRE Lo Z IR &S
WTC, MR EE L@ 7 e 22+ 2T E Chd, ZOBMIEA —AN YT £lold=a—
VI READOHDTHY, ERVE O IELEF R O ANFARILIS L OV E I3 HEDH
EERBELTC, 2 ETEMONENRILDLGE DR D5,

TGA, Medsafed FHEE L 27 MBI 2@ ENE, TNZIIROURLEZZ IO L,

TGA : http://www.tga.gov.au/safety/ews.htm

Medsafe : http://www.medsafe.govt.nz/Projects/B2/EWS.asp

@4 —ANFVT =2 —V—F R AR (Trans-Tasman) REIEE S 2T !
(==2—Y—F > FMedsafed it F L0k F)
1. BeWE=F) 7 B4 58 (£=FV> 7 % (Monitoring Communication) ] *2

B E SN2 ZRMREE, T=2V 7Bt syar TRt ZThb DR MR E
I ICHESN QRN ZOWAO HIIL, ZeEarfE Uk CRINC A2
g p2LTHD,

W, RS E T RSSO SNA T RIS ZE LIS OB S 13 T b e, THE
%, FE=XV @A ST G T, EERMEITERERR O A2 LT R & TR,
ERGEEF L, E=FI T BMDHST5G T, BEOIRRIEZE T T & TIIR,

FT=HUT AN, ZHDOREVERREIC OV TEBITHEROIR AT - DI R HEND °,

INBDOLEMRERET X TUS, (LD XRBELNLDT TIH RV, &R, FReE, E
L ET L E R AR L ORI BE N 2N E B2 SN RN HHT-D TH D, % H ILITIFHM
FESNIZHA, HBEMTONLZEN DD,

2. B453@ % (Alert Communication)

AWML, ZEMBREDOLE 22— TR TR NSNS, BEI2IE, YL EIC
AL TRV DIFEMR B ENTEY, EFRMUEFEOHEZ DL ESITENCREL TRARRZRE)
S TOIND,

MRS TV EE T IR EREIICOWN T, BB EOREIZIV RGN FFESNTZ
e, BIEEICELZEDNHD, ZOREIIE, " oMtaE LC_ EREO I E E
ns e,

P =2——F 1 Medsafe 2SERRIICH A DR A RO D ZEMIG AT OV TIE, M2 EELE=2) 73
D5t G L72%, M? DB A b http://www.medsafe.govt.nz/profs/m2medicinesmonitoring.asp

B ma— V=S R TR BIGES - [ E OB, — R ARSI TV ST —&_— 20> Medsafe Online
Recalls Database (MORD) THiZ& T& %, http://www.medsafe.govt.nz/hot/Recalls/RecallSearch.asp

Tl
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Bl

BEER
* 1 =ZUL 7, BEIEAIE T o ME BT TN TN LU T OV A 22,
E=HY TN
5% : http://www.tga.gov.au/safety/ews-monitoring.htm

NZ : http://www.medsafe.govt.nz/Projects/B2/monitoring-communications.asp
-SSRl

%% : http://www.tga.gov.au/safety/alerts.htm

NZ : http://www.medsafe.govt.nz/Projects/B2/alert-communications.asp

%2: 22—V =TV RThIT 6 7 H INICHE SN2 =2Y 7 0ANT I, 20183 42 6 H 17 HAY
DOEEE A B Fvarenicline [ ‘Champix’ 123% %, CARM ( EIGE=ZV 7% —) 13,
vareniclinez iR 1 35 L LB ICHGE L 72 BF (2B 2 4, 2009 4 9 H LAREIZ 53107,
INBEDIH LI Va— NV EOM B LRSIz, 2O L HFOBENEIL, [TEID%
EICEAT 28D Th o7z,
http://www.medsafe.govt.nz/Projects/B2/monitoring-communications.asp#14-June-2013

LAENEWEE = K 2L, 5K BF

15


http://www.tga.gov.au/safety/ews-monitoring.htm
http://www.medsafe.govt.nz/Projects/B2/monitoring-communications.asp
http://www.tga.gov.au/safety/alerts.htm
http://www.medsafe.govt.nz/Projects/B2/alert-communications.asp
http://www.medsafe.govt.nz/Projects/B2/monitoring-communications.asp%2314-June-2013

	 Magnesium Sulfate：胎児に骨の異常を引き起こす可能性があるため，早産防止目的での長期使用を行わないよう勧告
	 持効性抗精神病薬olanzapine pamoate［‘Zyprexa Relprevv’］：筋肉内投与後の死亡例について調査中
	 消費者からのMedWatchへの報告をFDAが奨励
	 Insulin glargine： 新たな安全性データのレビュー結果
	 禁煙補助薬varenicline tartrate［‘Champix’］およびbupropion hydrochloride［‘Zyban’］：製品モノグラフ改訂
	 医療製品の安全性懸念に関する早期警告について

