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2014 Summary view: safety labeling changes approved by FDA Center for Drug Evaluation
and Research CDER—July

FDA MedWatch
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http://www.fda.gov/Safety/MedWatch/Safetylnformation/ucm409189.htm

ZOMETIE, FEELUF O EL, R, B, 0 Lods, BIER, B RS
WMOEIE B OFRYRT 2T, RICTEI LA LUGETEFT OV AN, EFEMR ACiEdETSh
TR E SN, PSS F3EE R, FR SR SIesn-2aetFRosEfsh s
Do
&5 : BW (boxed warning) : #4745 C (contraindications) : 25 =, W (warnings) : %%

P (precautions) : f# ] D3, AR (adverse reactions) : &I{EH,
PPI/MG (Patient Package Insert/Medication Guide), PI (Patient Information) : f8.3 F 1,
PCI (Patient Counseling Information) : B#& h &V 7 &

WETSN 2 E
KIERE L4 (—f4) PPI/
BW C w P AR MG
Arixtra (fondaparinux sodium) Solution for Injection O O O
Linzess (linaclotide) capsules O O O O PCI
Afinitor (everolimus) tablets for oral administration O O O
Afinitor Disperz (everolimus tablets for oral suspension) O O O
Anafranil (clomipramine) Capsules
O O O MG

* risk of angle-closure glaucoma

Aptryxol (desvenlafaxine) extended-release Tablets

* risk of angle-closure glaucoma

Aristocort Forte (Triamcinolone Diacetate, USP)
Injectable Suspension

* risk of serious neurologic adverse reactions with
epidural admnistration

A FDA DAY AL, FEILLEZIV 7T HLICRD, FEIRNOFRUETICRTL2EMB R AT
JEATED, dFHERY AT, ETSNZHE R, A, 25, BEDIH COHM EITTHIN
7oA ROFEE RAZLNTED, BHOXNTL, OB CRILERRUGETNHo722a 7R T, GRIE)
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Aristospan (triamcinolone hexacetonide) Injection
Suspension

* risk of serious neurologic adverse reactions with
epidural admnistration

Brintellix (vortioxetine) Tablets

* risk of angle-closure glaucoma

Celestone Soluspan (betamethasone sodium phosphate
and betamethasone acetate) Injection Suspension

* risk of serious neurologic adverse reactions with
epidural admnistration

Celexa (citalopram hydrobromide) Tablets

* risk of angle-closure glaucoma

Cymbalta (duloxetine hydrochloride) Capsules

* risk of angle-closure glaucoma

DEPO-MEDROL (methylprednisolone acetate injectable
suspension, USP)

* risk of serious neurologic adverse reactions with
epidural admnistration

Desvenlafaxine Fumarate Extended-Release Tablets

* risk of angle-closure glaucoma

Desyrel (trazodone hydrochloride) Tablets

* risk of angle-closure glaucoma

Docetaxel Injection O O O PCI

Effexor XR (venlafaxine hydrochloride)
extended-release tablets

* risk of angle-closure glaucoma

Fetzima (levomilnacipran) extended-release capsules

* risk of angle-closure glaucoma

Fortical (calcitonin-salmon [rDNA origin]) Nasal Spray
for Intranasal Use

Flomax (tamsulosin hydrochloride) Capsules

Fluoxetine Tablets

* risk of angle-closure glaucoma

Forfivo XL (bupropion hydrochloride) Extended-Release
Tablets

* risk of angle-closure glaucoma
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Hexadrol (dexamethasone sodium phosphate) Injection

* risk of serious neurologic adverse reactions with ©
epidural admnistration
Humatrope (somatropin [rDNA origin] for injection) O O
Jakafi (ruxolitinib phosphate) Tablets O O
Kadcyla (ado-trastuzumab emtansine) for injection, for o o O
intravenous Use
Kenalog Injection (triamcinolone acetonide injectable
suspension)
O

* risk of serious neurologic adverse reactions with
epidural admnistration

Khedezla (desvenlafaxine base extended-release) Tablets

* risk of angle-closure glaucoma

Lexapro (escitalopram oxalate) Tablets and Oral Solution

* risk of angle-closure glaucoma

Luvox (fluvoxamine maleate) Tablets

* risk of angle-closure glaucoma

Luvox CR (fluvoxamine maleate) Extended-Release
Capsules

* risk of angle-closure glaucoma

Norpramin (desipramine hydrochloride tablets USP)

* risk of angle-closure glaucoma

Oleptro (trazodone hydrochloride) extended-release
tablets

* risk of angle-closure glaucoma

Pamelor (nortriptyline HCI) Solution
Pamelor (nortriptyline HCI) Capsules

* risk of angle-closure glaucoma

Paxil (paroxetine hydrochloride) tablets, oral suspension
and controlled-release tablets

* risk of angle-closure glaucoma

Pexeva (paroxetine mesylate) Tablets

* risk of angle-closure glaucoma

Pristiq (desvenlafaxine) Extended-Release Tablets

* risk of angle-closure glaucoma
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Prozac (fluoxetine hydrochloride) Delayed Release

C |
apsules ol o | o | mc

* risk of angle-closure glaucoma

Prozac (fluoxetine hydrochloride) Pulvules

* risk of angle-closure glaucoma

Remeron (mirtazapine) Tablets Remeron SolTab orally
disintegrating tablets

* risk of angle-closure glaucoma

Sinequan (doxepin hydrochloride) Capsules and Oral
Concentrate

* risk of angle-closure glaucoma

Solu-Cortef (hydrocortisone sodium succinate) Injection
and Sterile Powder for Injection

O
* risk of serious neurologic adverse reactions with
epidural admnistration
Solu-Medrol (methylprednisolone sodium succinate)
Sterile Powder for Injection
O

* risk of serious neurologic adverse reactions with
epidural admnistration

Surmontil (Trimipramine Maleate) Capsules

* risk of angle-closure glaucoma

Symbyax (olanzapine and fluoxetine hydrochloride)
Capsules

* risk of angle-closure glaucoma

Tofranil-PM (imipramine pamoate) Capsules

* risk of angle-closure glaucoma

Trelstar (triptorelin pamoate for injectable suspension)
Intramuscular use

Trileptal (oxcarbazepine) film-coated tablets and oral
suspension for oral administration

Vantas (histrelin acetate) subcutaneous implant O O

Venlafaxine Hydrochloride Extended-Release Capsules

* risk of angle-closure glaucoma

Victrelis (boceprevir) Capsules O O MG

Viibryd (vilazodone hydrochloride) Tablets

* risk of angle-closure glaucoma
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BW
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AR

PPI/
MG

Vivactil (protriptyline HCL) Tablets

* risk of angle-closure glaucoma

O O

MG

Wellbutrin (bupropion hydrochloride) Wellbutrin SR and
Wellbutrin XL Sustained-Release Tablets

* risk of angle-closure glaucoma

MG

Zelapar (selegiline hydrochloride) Orally Disintegrating
Tablets

Zoloft (sertraline hydrochloride) Tablets and Oral
Concentrate

* risk of angle-closure glaucoma

MG

Azor (amlodipine and olmesartan medoxomil) tablets,
for oral use

Edarbi (azilsartan medoxomil) Tablets

Edarbyclor (azilsartan medoxomil/chlorthalidone)
Tablets

Effexor XR (venlafaxine
hydrochloride) extended-release tablets

Excedrin Migraine (acetaminophen and caffeine)
Tablets, Caplets and Geltabs

Lupron (leuprolide acetate) Injection

Namenda XR (Memantine Hydrochloride
Extended-Release) Capsules

Teveten (eprosartan mesylate)

Teveten HCT (eprosartan mesylate/hydrochlorothiazide)
Tablets

CRICINCHICINON RO NONICING)

Adderall XR (dextroamphetamine mixed salts of a
single entity amphetamine product) Capsules

Biaxin Filmtabs (clarithromycin tablets, USP)

Biaxin Granules (clarithromycin for oral suspension
USP)

Biaxin XL Filmtabs (clarithromycin extended release
tablets)

O

Cardene (nicardipine hydrochloride) Injection

Crestor (rosuvastatin calcium) tablets

Crixivan (indinavir sulfate)

Pl

Implanon (etonogestrel implant), For Subdermal Use

Nexplanon (etonogestrel implant), Radiopaqgue,
Subdermal Use Only

Vyvanse (lisdexamfetamine dimesylate) Capsules

ORNORNORNONNORNG)
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ENCePP activity report 2013—Executive summary & Impact evaluation
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e [ENCePP Guide of Methodological Standards in Pharmacoepidemiology GEAIEE D ik
AR ZSHEIZ B9 DENCePPODTEE) | D28 H DAERL 2 —7320134E6 4 1252 TL, IS,
[ Comparative effectiveness research (4 % P bt #e#fF %2) | Fo> # &, [Vaccine safety and
effectiveness (72 F L D24« 4508 | FOZE S FTZISEINEI TS, A EIOSETA G,

European Network of Centres for Pharmacoepidemiology and Pharmacovigilance : J&fE 5+ 7 7 —~apE o7 &

R Al SN

B ENCePP Database of Research Resources: http://www.encepp.eu/encepp/resourcesDatabase.jsp

 E-Register of Studies: http://www.encepp.eu/encepp/studiesDatabase.jsp

P RN TH AR 4 F 22 (post-authorisation study: PAS) %4 : MAH (RUEBR5E A FR IS E) 1%, ESKGICBEL TIT-o7-
FTRTOIN AD TR 22 £ PEMFSE % ENCePP 0 E-Register of Studies [Z &8I AZLITR>TW5, (BRI

E http://www.encepp.eu/standards_and_guidances/methodologicalGuide9_1.shtml

F http://www.encepp.eu/standards_and_guidances/methodologicalGuide9_2.shtml

S http://www.encepp.eu/standards_and_guidances/methodologicalGuide.shtml
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TETHD,

e ENCePP®IData sources and multi-source studies (7 —4—RIB LN~ /LF ¥ —Z50) 1T
BT 20 =% 7 7 N —T Olb EEREEHOLOIX, AT —F OB FEL CTHRE R FF
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HEUMBEETT —XORE BT EDBUIREZ MR TN BB INT-, ZORE,
EUMMBEEFZE (survey of EU Member States) 233 fti A1, 137 ENSRIZ G2, 20D
1% % L3 7= A 52013457 7 IZENCePPOY = 7 A R TAR SN,

o N—F L i D TEnpr-EMA/ENCePP working group on paediatric pharmacovigilance
PRAEERZ2EERICE T SEnpr-EMA/ENCEPPARIY —F% 2 77 —7) 1532013
10 A IZAIRR S, 20144 D AL B 495 Z L1278 > Tud, European Network of
Paediatric Research at the European Medicines Agency (Enpr-EMA : EMARK M /s 5t G o
Fe % b —2) N, AN R OB R RO FEfil < BT D H M kA A D LR DI SE
Xy T =7, Wi5EE, BLORAA =000 Xy NI =7 Th D, ZDON—F Y )VIgU —F 7

" ENCePP Study Seal &%, BHAME, BLFAMSIME, BLOVEO@WITERIVIEAELD ENCePP O #HIIR-
TEMINIF AR T —2 T, WHRIANLORRICR RS, Study Seal 2342 5-ZN 728 ThHDHI LN —H
TR TED, LI DY A MM http://www.encepp.eu/encepp_studies/index.shtml

' Steering Group

3 http://www.encepp.eu/publications/documents/Report_ ENCePPSGandindustryassociations_22May13.pdf

K" http://www.encepp.eu/structure/documents/PhVWP_WG3_survey_responses.pdf

L http://www.ema.europa.eu/ema/index.jsp?curl=pages/partners_and_networks/general/general_content_000303.jsp&
mid=WCO0b01ac05801df74a
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Guide on methodological standards in pharmacoepidemiology revised to include
pharmacogenetic studies
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A European Network of Centres for Pharmacoepidemiology and Pharmacovigilance F£L<IZ T A ML OESR
ihzz MRS EU EMA]Vol.11 No.11(2013/05/23) =% &,
http://www.encepp.eu/
B ENCePP Guide on Methodological Standards in Pharmacoepidemiology #£L<IZ Fai¥ A ra22 M,
http://www.encepp.eu/standards_and_guidances/methodologicalGuide.shtml
Section 9.3. Design and analysis of pharmacogenetic studies 2SBINS7=, (GRIE)
http://www.encepp.eu/standards_and_guidances/methodologicalGuide9_3.shtml
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Uppsala Report 66, July 2014

1WA H :2014/07/21
http://www.who-umc.org/graphics/28197.pdf

6 412, WHOD [EIBE 72 BIE ] 22 AV A5 (ICSR) A7 — &~ — 2T B VigiBasel UL &
AUIZICSRZ23900 T D R BN L T2, WA EDHI8D TL00 5 IZZET A DITHI2BFEZ E L7273,
BTSN ST U 72 1 RE AR, 1005 1F 3 28N T s, Ziud 37245, VigiBase
DL ERFGISFER O E THOON TNDLIEEEKRT A,

(ARG

OT —F 43 %

L2sL, WHOIZ, HIC (FAT#HE) BELMIC (K- AT E) Ce DT — 2 DB £ IR IR EL T
LT, LMICO LA SHU72ICSRIZ, VigiBaseD Z <1 Th D, 7272, LMICH L
HEINDICSRPERIZ 5O HEIE 175 FTHENL THY (200945130.4%, 20144-131.8%) , #E
IR FIAFNALMIC A E D 7-9, ICSRA3,000 5 12T DT, AR INAES
IZE > TNDZEN TSNS,

LMIC
1.8%

X1:900754-DICSR
HIC = @& Az TR E 36 L OV IS E (H54R1T 0020134 [E 31 3 I L 5)
LMIC = 15 £ [E] 36 JL OMEAL Hh T[]

A Individual Case Safety Report
B high income countries
€ low and middle income countries

19


http://www.who-umc.org/graphics/28197.pdf

5= 38 5L 22 4 M R Vol. 12 No.19 (2014/09/11)

s

‘Millions

o — = —_ , ]

[XI2: VigiBase D3R & 0

OBENPLORE
BEDOEH—BIRESN I RICE T, VigiBaselL# DICSRDH HHIL30 7 1443, B
FIFIEEREFEDOORE LU THHEN TS, ZREOZLILKENLORE THD,

ET O PERNIE, 20074 LLHID CT7 T2 ANBICSRAMEE S A7, 6 426 HIZ, 20—
THHI00EIMDICSRINY 7o A& I i MR HIHE R (ANSM) P55 T 72, ANSMEUMCE
1%, ZOTHE A B OREE &e > T HATHI FE O R IL R TR A TET, FlTH]
MR ENSTZTh DB, 77 A2 VigiBase DICSRIES T _EAZ10H [EIC A->TWD,

(3&E 4 : Sara-Lisa Fors)

O E T HEEFLZLMER
[WHO]Vol.12 No.16 (2014/07/31) (VigiBase CHFESIVI=ZEMEL 7T L) 1E0

P L’Agence nationale de sécurité du médicament et des produits de santé
E Uppsala Monitoring Centre

20




Bl

3L 22 MRS ) Vol 12 No.19 (2014/09/11)

—=:H{HA BF, Kl EET

21



	 2013年12月31日時点でのFDA有害事象報告システム（FAERS）の集計
	 FDA/CDERによる安全性に関する表示改訂の概要（2014年7月）
	 2013年ENCePP活動報告―要旨およびインパクト評価
	 薬剤疫学の方法論的基準に関するENCePPの指針に，ゲノム薬理学研究を追加
	 VigiBaseの個別症例安全性報告が900万件を超える

