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Rizzoli R et al.

Black DM et al.
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Park-Wyllie 5D

Park-Wyllie LY, Mamdani MM, Juurlink DN, et al.
Bisphosphonate use and the risk of subtrochanteric or femoral shaft

fractures in older women.
JAMA. 2011 Feb 23;305(8):783-9.
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Schilcher J, Michaélsson K, Aspenberg P.

Bisphosphonate use and atypical fractures of the femoral shatft.
Schilcher J, Michaélsson K, Aspenberg P.

N Engl J Med. 2011 May 5;364(18):1728-37.
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47.3
L
Y 83,311 46 5.5 [25.6~87.3]
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{2 FAEAfE]
<1.0 & 15,672 3 1.9 18.4 [5.3~64.3]
1.0-1.9 £ 21,406 4 1.9 17.0 [5.7~50.7]
>2.0 & 46,233 39 8.4 67.0 [35.8~125.8]

Schilcher J et al. N Engl J Med 2011;364(18):1728-37
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2005-01
February 9, 2005
For immediate release

Health Canada suspends the market authorization of ADDERALL XR® , a
drug prescribed for Attention Deficit Hyperactivity Disorder (ADHD) in
children

OTTAWA - Health Canada is informing Canadians that it has instructed Shire BioChem

Inc., the manufacturer of ADDERALL XR® to withdraw the d

Health Canada has suspended the market authorization of ) N 'J'D =
information concerning the association of sudden deaths, h zor—{E“ O) ’LI\K:-\\EEOD$&

strokes in children and adults taking usual recommended dq
ADDERALL XR®. The immediate release form of ADDERALL - /]\ IH 1415']
Canada.

* X A 6451

Health Canada is advising patients who are currently being

to consult their physician immediately about use of the drut
alternatives.

Ll L= '

Health Canada's decision comes as a result of a thorough review ety information
provided by the manufacturer, which indicated '
sudden death in patients taking either ADDERAIT® (sold In the United States, not in
Canada) or ADDERALL XR® (sold in Canada). These deaths were not associated with
overdose, misuse or abuse. Fourteen deaths occurred in children, and six deaths in adults.
There were 12 reports of stroke, two of which occurred in children. None of the reported
deaths or strokes occurred in Canada.
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Safety and Availability

[ Drug Safety and Avaiiabilty | FDA_DrL!g Safety Communicatior_l: SafetY I?eview Upc!a?e of_

Medications used to treat Attention-Deficit/Hyperactivity Disorder

Jrug Alerts and Statements (ADHD) in children and young adults
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Drug Safety Communications

Drug Shortages
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This update is in follow-up to the DA Communication about an Ongoing Safety Review of Stimulant Medications

used in Children with Attention-Deficit/Hyperactivity Disorder (ADHD}

Safety Announcement

Additional Information for Patients
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Data Summary

Postmarket Drug Safety Information

for Patients and Providers
Information by Drug Class

Medication Errors

FDA Drug Safety Newsletter

Drug Safety Podcasts
Safe Use Initiative

Drug Recalls
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Security

Safety Announcement

[11-01-2011] The U.S. Food and Drug Administration (FDA) is updating the public that a large, recently-completed
study in children and young adults treated with medication for Attention-Deficit/Hyperactivity Disorder (ADHD) has
not shown an association between use of certain ADHD medications and adverse cardiovascular events. These
adverse cardiovascular events include stroke, heart attack (myocardial infarction or MI}, and sudden cardiac death.

children and young adults.’

» Cooper WO, Habel LA, Sox CM, et al.
"ADHD drugs and serious cardiovascular events in

N Engl J Med. 2011 Nov 17;365(20):1896-904.

» Agency for Healthcare Research and Quality (AHRQ) :

Resarch Report-Final-Nov.1, 2011 Number 35

"Attention Deficit Hyperactivity Disorder Medications and Risk
of Serious Cardiovascular Disease in Children and Youth. ’
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N Engl J Med. 2011 Nov 17;365(20):1896-904
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ADHD D A5 HEE 10ANFH /N\Y— 95%
& R YOREEXR . EERME
EERAE 1,597,962 49 3.07 1.00 Reference
BEDFERE 607,475 25 4.12 1.03 0.57-1.89
WEDFERAE 373,667 7 1.87 0.75 0.31-1.85

N Engl J Med. 2011;365(20):1896-904
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FDA Drug Safety Communication: Safety Review Update of

Medications used to treat Attention-Deficit'Hyperactivity Disorder
Animal & Veterinary | Cosmetics

(ADHD) in children and young adults

This update is in follow-up to the FOA Communication about an Ongoing Safety Review of Stimulant
Medications wsed in Children with Attention-Deficit/Hyperactivity Disorder (ADHD)

Devices | Vaccines, Blood & Biologics Radiation-Emitting Products

b FDA Safely Information and Adverse Event Reporting Program @ Safety Information Safgh.r Annou "“““’_”t ]
. . . . i . . Additional Information for Patients
Stimulant Medications used in Children with Attention- Additional Information for Healtheare Professionals
I Deficit/Hyperactivity Disorder - Communication about an Ongoing Data Summary
Safety Review
Products involved include: Foealin, Focalin XR (dexmethylphenidate HCI ); Dexedrine, Dexedrine ga_fg[lr Announcement
Spansules, Dextrcamphetamine ER, Dextrostat (dextroamphetamine sulfate); Vyvanse (lisdexamfetamine . . ) R B
dimesylate); Desoxyn (methamphetamine); Concerta, Daytrana, Metadate CD, Metadate ER, Methylin, [11-H-2041] The U.5. Food and Drug Admintstration (FDA) is updating the public that a large, recenthy-
Methylin ER, Ritalin, Ritalin-LA, Ritalin-SR (methylphenidate); Adderall, Adderall XR (mixed salts completed study in children and young adults treated with medication for Attention-Deficit/Hyperactivity

amphetamine); Cylert (pemoline) and generics. Disorder (ADHD) has not shown an association between use of certain ADHD medications and adverse
cardiovascular events. These adverse cardiovascular events include stroke, heart attack (myocardial
[UPDATED 12/12/2011] A large, recently-completed study, that included one study that evaluated heart attacks and infarction or MI), and sudden cardizc death.

sudden deaths in a sample of adults, and a second study that assessed strokes in these adults, has not shown an
increased risk of serious adverse cardiovascular events in adults treated with ADHD medications. Patients should
continue to use their medicine for the treatment of ADHD as prescribed by their healthcare professional.

The medi H:.atlnns studied include stimulsnts

Stimulant products and atomoxetine should generally not be used in patients with serious heart problems, or for

- = i), ADHD medications involved in this

FDA Drug Safety Communication: ’ safety review

n use of

SEUEHE T 1= KSR IS0\ TR DADHDSA R L “"“:"”‘ =
DMEAEEREOEEANRENE A oFCEHBRT B, || S o o

ial * dexmethyiphenidate HCI (Focalin, Focalin XR)

note that: * desxtroamphetaming sulfate (Dexedring,
* Stimulant products and atomoxetine should Dexcedrine Spansules, Dextroamphetamine ER,
generally not be used in patients with serious Deeactrositait)
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Rosiglitazone (Avandia) (2010498 : D& RYRXIDT=6
EMAILERTE—RFF L

Press release FDAIL KIEIZ {5 FAHlIE

23/09/2010

European Medicines Agency recommends suspension of Avandia,
Avandamet and Avaglim

Anti-diabetes medication to be taken off the market

The European Medi

authorisations for t m U.S. FOOd and Drug AdminiStration
and Avaglim. Thesg /A Protecting and Promoting Your Health

months.

Patients who are ¢
doctor to discuss s
treatment without s

Home } Food §| Drugs | Medical Devices | Vaccines, Blood & Biologics § Animal & Veterin:

News & Events

© Home © News & Events @ Newsroom @ Press Announcements

FDA NEWS RELEASE

For Immediate Release: Sept. 23, 2010
Media Inquiries: Karen Riley, 301-796-4674; karen.riley@fda.hhs.gov
Consumer Inquiries: 888-INFO-FDA

FDA significantly restricts access to the diabetes drug Avandia
Makes regulatory decisions on RECORD and TIDE trials

The L] & Food and Drua Administration todav announced that it will cianificantlv restrict the use of the ¢
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JAMA. 2010 Jul 28;304(4):411-418
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Grahamos® s . Rosiglitazone®
Ly “"JZO(nghtazonet@tl:%z)

FEEHIE H FHER (100N -EHT-Y) INH—EL, [95%1E #8 X RS]]

Rosiglitazone Pioglitazone

SHIDIEE 1.83 1.68 1.06 [0.96-1.18]
fixi 22 1.27 0.95 1.27 [1.12-1.45]
IDAE 3.94 3.00 1.25 [1.16-1.34]
2T 2.85 2.40 1.14 [1.05-1.24]
LE4DONDES 9.10 7.42 1.18 [1.12-1.23]

Graham DJ et al.: JAMA. 2010:304(4):411-418

» NEDEEWECEEAIELEEERD AT 1) XZF(Z K YRosiglitazone
DLMEJRIRZFEINT=-_EMD, 20105F98, EMAIZERFE—B{ZIE
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