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1. UpToDate: Methergin: Drug information
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2. Micromedex®

3. Sueda S, Kohno H, Ochi T, Uraoka T, Tsunemitsu
K. Overview of the pharmacological spasm
provocation test: Comparisons between
acetylcholine and ergonovine. J Cardiol. 2017;
69(1):57-65.

. Cutler D, Ghazzal Z, Deam G, et al: Angiographic
demonstration of inhibition of methyl-
ergonovine-induced coronary vasospasm in a
patient with sudden death. Cathet Cardiovasc
Diagn 1996; 39:181-184.

.Hung M], Hu P, Hung MY. Coronary Artery
Spasm: Review and Update. Int ] Med Sci 2014;
11(11):1161-1171.
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Singulair'{montelukast) and/All|Montelukast Generics:|
Strengthened/Boxed/Warning - Due to Restricting/Use for Allergic Rhinitis (1)

AUDIENCE: Patient, Health Professional,
Pharmacy, Allergy and Immunology

ISSUE: FDA is strengthening existing
warnings about serious behavior and mood-
related changes with montelukast (Singulair
and generics), which is a prescription medicine
for asthma and allergy.

We are taking this action after a review
of available information led us to reevaluate
the benefits and risks of montelukast use.
Montelukast prescribing information already
includes warnings about mental health side
effects, including suicidal thoughts or actions;
however, many health care professionals and
patients/caregivers are not aware of the risk.
We decided a stronger warning is needed after
conducting an extensive review of available
information and convening a panel of outside
experts, and therefore determined that a Boxed
Warning was appropriate.

BACKGROUND: Montelukast is FDA-
approved for asthma and allergies. It is a
prescription medicine approved to prevent
asthma attacks and for the long-term treatment
of asthma in adults and children 1 year and

2% [l A T & ¥ ¥

older. It is approved to prevent exercise-
induced asthma in patients 6 years and older.
Montelukast is also approved to control the
symptoms of allergic rhinitis, also known as
hay fever, such as sneezing, stuffy nose, runny
nose, and itching of the nose. It is used to treat
seasonal outdoor allergies in patients 2 years
and older, and year-round indoor allergies in
patients 6 months and older.
RECOMMENDATION:
Patients should talk with your health care
professional about:
+ the benefits and risks of montelukast,
as many other safe and effective allergy
medicines are widely available.

+ any history of mental illness before starting
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1. Dimopoulos MA, Oriol A, Nahi H

Myeloma. N Engl ] Med. 2016;
375(14): 1319-31.

2.Palumbo A, Chanan-Khan A,
Weisel K et al: Daratumumab,
Bortezomib, and Dexamethasone
for Multiple Myeloma. N Engl J
Med. 2016; 375(8): 754-66.

3. Mateos MV, Dimopoulos MA,
Cavo M et al: Daratumumab
plus Bortezomib, Melphalan,
and Prednisone for Untreated
Myeloma. N Engl ] Med. 2018;
378(6):518-28.

4. Facon T, Kumar S, Plesner T et al:
Daratumumab plus Lenalidomide
and Dexamethasone for Untreated
Myeloma. N Engl ] Med. 2019;
380(22): 2104-15.

HigEXEVWERE (BE WMEERITEH - et al: Daratumumab, Lenalidomide, (VEH Zomi iR B T B e
lenalidomide Bi—78 & F i a0 LK 1094 4 H1 HBY  and Dexamethasone for Multiple gEm L EERG)
# daratumumab [ K 3 5
G E=g POLLUX CASTOR ALCYONE MAIA
INES Qs BB RMEREE - SEST—BU LR ok ~ NESEBRBENSEMEEEE
SHERIRAS 569 (1:148) 498 (1:19D48) 706 (1:1D48) 737 (1:1D48)
daratumumab Placebo Daratumumalb Placebo daratumumab placebo daratumumab placebo
S48 lenalidomide lenalidomide Bortezomib Bortezomib bortezomib bortezomib lenalidomide lenalidomide
22 dexamethasone dexamethasone dexamethasone dexamethasone melphalan melphalan dexamethasone dexamethasone
prednisolone prednisolone
DIEAEL 286 283 251 247 350 356 368 369
WMV EER | 12188 : 83.2% 12188 : 60.1% 12188 : 60.7% 12188 : 26.9% 18188 : 71.6% 18188 : 50.2% = 3018A :70.6%  301@AH : 55.6%

Hazard ratio

(RILFET)

0.37 (95% Cl 0.27-0.52) p<0.001

0.39 (95% Cl 0.28-0.53) p<0.001

0.50 (95% Cl 0.38-0.65) p<0.001

0.56 (95% Cl 0.43-0.73) p<0.001
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(5523087) p.84 -
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