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Objectives:

wList new drugs approved by the FDA in 2009. For each drug, the participant will be able to describe the approvec
indication, unapproved uses of the medication, common adverse effects and drug interactions.

wFor each new medication approved in 2009, describe the butdesenefit ratio and the role of each medication

in the relevant disease state.

wAnalyze important drug alerts released by the FDA (Public Health Advisories) in 2009 and their relevance to
commonly used drug therapies,

Program Overview:

The U.S. Food and Drug Administration approved 26dfratkind medicines in 2009, more than in any of the prior
four years. This knowledge based program will review the list of FDA approved drugs and give health care provide
an update on their mechanisms of action, significant side effects and drug interactions and potential role in
therapy.

Target Audience:Pharmacists & Technicians
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SpeakerDr. Mary Lynn McPherson is a Professor in the Department of Pharmacy Practice and Science at the
University of Maryland School of Pharmacy. She serves as a consultant pharmacist for both local and natione
hospice and palliative care programs, and has designed a critical thinking process for appropriate drug use in
end of life patients. She serves on the Board of the Hospice Network of Maryland, chairing the Education anc
Outreach Committee. She also serves on the Board of the Maryland Pain Initiative and the Advisory Board of
the American Society of Pain Educators.

Speaker DisclosureDr. McPherson has no actual or potential conflicts of interest in relation to this program
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Objectives

1. To describe important new drugs approved
in 2009 (Rx and OTC), including indication,
mechanism of action, adverse effects and
advantages and disadvantages compared tc
other drugs.

Discuss FDA public health advisories
concerning medications in 2009.

Confirm or refute rumors regarding
medications use.
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Topical nasal steroids may
reduce snoring

w Only if nasal congestion is the primary reason
for the snoring
¢ Snoring usually caused by obstruction in the back of the throat (not
the nose)
 Snoring cures are trial and error
¢ Weight loss (even ten pounds), sleep on side, special pillows/alarms
¢ Breathe Right strips, Nozovent
w Oral or nasal (< 3 days) decongestants for snoring during
viral URIs
w Nasal steroids for snoring with chronic nasal congestion
w Sleep apneg breathing interruptions at night increase risk
of HTN, MI, CVA
(") ot recommend homeopathic remedies or OTC

throat/mouth sprays -
PHARMACIST'S @
LIEETTER

Saxagliptin hydrochloride (Onglyze

w Indication
¢ As monotherapy or in combination regimens as an adjunct to diet and
exercise to improve glycemic control in adults with type 2 diabetes mellitus
Mechanism of action
¢ Inhibits dipeptidyl peptidaséd (DPF4) enzyme
¢ This enzyme is responsible for the degradation of incretin hormones
Efficacy Reduces Alc by 0.6% compared with placebo
Comparable drug sitagliptin (Januvia)
Advantages Less likely to cause hypersensitivity reactions
Disadvantages
Has not been directly compared with sitagliptin in clinical studies
Is more likely to interact with 3A4/5 inhibitors
May be more likely to decrease absolute lymphocyte counts (clinical
significance has not been determined)
Not available in combination formulation with metformin

Saxagliptin hydrochloride (Onglyze

w Most important risks/adverse events
Risk of hypoglycemia when used in combination with a sulfonylurea or other insulin
secretagogue
Action may be increased by concurrent use of a strong 3A4/5 inhibitor
(clarithromycin)
Is primarily eliminated in urine and the dosage should be reduced in patients with
moderate or severe renal impairment
w Most common adverse events
¢ Upper respiratory tract infections (8%), urinary tract infection (7%), headache (7%)
w Usual dosage 5 mg once a day
¢ 2.5 mg once a day with strong 3A4/5 inhibitor, patients with moderate or severe
renal impairment or ESRD requiring hemodialysis
¢ Drug is removed by HD; administer after HD

w Available as a 2.5 and 5 mg tablet
w New Drug Comparison = 315 highest)

Sunscreens can cause cancer

wRumor!
¢ No evidence that sunscreens cause cancer
¢ IS strong evidence that using sunscreens
PREVENTS cancer
wPrevents actinic keratosis and squamous cell
carcinoma
wUVA (and UVB) blockers preferred
¢ Oxybenzone, avobenzone, titanium dioxide, zinc
oxide
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Coppertone KIDS Continuous CombiningMotrin and

Spray SPF 70+ Robitussinn kids causes
heart attacks

wRumor! Internet hoax!

wNo evidence this ever occurrecho
confirming news reports, additional details,
any verifiable stories

w Broadspectrum sunscreen (UVA/B)

w Avobenzone, homosalate, octisalate, octocrylene,
oxybenzone

w Well tolerated, photostable, waterproof for 80

minutes of continuous water
activities or sweating (reapply wNo serious interactions expected between

every 2 hours) ibuprofen, guaifenesin, dextromethorphan

wIn aclear, naub, nomess spray  [u'es e wMost OTC cough/cold problems in children
6 months of age and older are due to misuse or accidental ingestion

IV Ibuprofen for Pain and Fever ttLa R2yQd
before meals

w An injectable form of ibuprofen is availatdé / | R2 t 2 N. ) ) g
w How did they come up with that name?? (*)V‘{ C![ZYth N‘Hf LdU Qa y2u edzadu- |
O AR W ;Zlfiifae gfr SP(IEQ,Nis ?rglsi/-z hours, steady state is
¢ For the management of mild to moderate pain " q o i
¢ Moderate to severe pain as an adjunct to opioid analgesics never achieved with once da”y dosmg .
¢ Reduction of fever w We dose once a day because PPIs irreversibly
® Available 400 mg/4 ml and 800 mg/8 ml singtese vials; inhibit H/K ATPase enzyme
dilute before administration ¢ Acid |nh|t_J|t|o_n !asts up to 24 hours
¢ Dilute with 0.9% NaCl, D5W, lactated ringers w PPIs only inhibit ACTIVE proton pumps, so they
to 4 mg/ml or less e work best when acid secretion is triggered by a
= meal

¢ Stable 24 hours after dilution ¢ Esin .
¢ Infused over at least 30 minutes s w Take on an empty stomach, 80 minutes before
INCELS -
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Prevacid 24 HR

w Proton pump inhibitor; Lansoprazole 15 mg

w Useg heartburn occurring 2 or more days per week in adults
18 years and older

w Studies suggest 20 mg omeprazole ~ 30 mg lansoprazole fo
nonerosive reflux disease
¢ Difficult to extrapolate to heartburn treatment

w AEG headache, constipation, abdominal pain, nausea,
diarrhea

w A medical provider should be consulted if heartburn worsens
or an extended duration of treatment
is needed.

w May be repeated every 4 m
as necessary.

Omeprazole (Prilosec) and

Clopidogrel (Plavix)

wClopidogrel can cause stomach bleeding,
therefore PPIs are commonly used to reduce
stomach acid production, preventing
stomach bleeding

wDrug interaction

¢ Omeprazole blocks the conversion of clopidogrel
into its active form

¢ Thought to reduce anttlotting by almost 50%

m Food and Drug Administration
i

COGENT Trial Aims

wTo determine whether PPI vs placebo reduced
important Gl events in patients on dual
antiplatelet therapy

wro determine if there was any cardiovascular
interaction between clopidogrel and PPI

¢ A fixeddose combination of clopidogrel (75 mg) and
omeprazole (20 mg), compared with clopidogrel

¢ All patients were to receive enteric coated aspirin at a
dose of 75 to 325 mg

Bhatt D. Presented at: Transcatheter Cardiovascular Therapeutics Annual Meeting, September 23, 2009; San Francis
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Survival Curves for PPI Treated vs Placebo
Composite Cardiovascular Events

Placebo: 67 events, 1821 at
risk

95% CI = 0.70; 1.51

60 90 120 150 180 210 240 270 300 330 360 390
Days

Bhatt D. Presented at: Transcatheter Cardiovascular Therapeutics Annual Meeting, September 23, 2009; Sat
pyright PharmCor
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