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Toenail Fungus Redux
In last month’s Prudent Prescriber, I was critical of
Onmel, a new version of itraconazole 200mg that is
being marketed for onychomycosis. Several of you
responded with your alternative choices of toenail
fungus treatments. Here are the two therapeutic
themes:

Antibiotics do

NOT

Treating Toenail Fungus: Method of a Kansas FP

Avoid these expensive
“me-too” drugs:
Intermezzo
Vimovo
Livalo
Pristiq
Viibyrd
Edarbi
Daliresp

Lamisil 250 mg daily, same 7 days of each month
$4 for 28 tabs
May take 6 months
? 50% effective
Recurs
Checks liver tests q 2-3 months
Treating Toenail Fungus: Method of a Grand
Junction Plastic Surgeon
Take the nail off. (“A chance to cut…”)
Treat the base with ciclopirox 8% solution
(6.6ml - $19.99) daily for several weeks
Repeat when fungus recurs

on the

Generic Marquee

help
acute bronchitis
ß-blockers in
post-MI
save
lives

Pill splitters save
BIG

Plavix→clopidogrel
Avapro→irbesartan
Tricor→fenofibrate micronized
Arthrotec→diclofenac/misoprostol
Diovan HCT→valsartan/HCTZ
Atacand HCT→candesartan/HCTZ
Maxalt→rizatriptan

and the Value/Cost of New Drugs
Many people assume the FDA considers the value of new drugs as part of their drug approval
process.
A recent issue of the Prescriber’s Letter reminds us, They Don’t!
Ø By law, the FDA only considers safety and efficacy, not the drug’s cost or whether it’s really
needed.
? Did we really need an 8th ARB?
? Namenda is going generic soon. Do we really need Namenda XR?
? Is it reasonable for a drug company to charge $570 a month for a
few pennies worth of an OTC antihistamine and a little B6? (Diclegis, see
below)
Ø Take Home: DO NOT depend on the FDA to protect you or your patients from
Pharma Shenanigans.
As you study the 5 new drugs presented below, ask yourself, “Value? Cost?”
Five New Drugs:
1) Diclegis: rebirth of Bendectin
Diclegis is combination of the antihistamine doxylamine 10mg plus pyridoxine (vitamin B6) 10mg.
Ø The manufacturer pulled Bendictin from the market years ago, to save the cost of defending it
against allegations of birth defects. That was a false alarm! Doxylamine (Unisom, others) and B6
are not linked to birth defects.
Ø Diclegis is rated pregnancy category A.
Ø The combo product can cost up to $570/month!!
Ø My Take: use the separate OTC products at 12.5 -25mg each up to TID. (<$10/month)
The Prescriber’s Letter says that ginger supplements, up to 1 gram a day help some pregnant
women with nausea.
2) Quartette
An extended cycle combination oral contraceptive containing increasing doses of estrogen, ethinyl
estradiol (EE) combined with the progestin, levonorgestrel (LNG).
Ø The rationale is that a gradual increase in the EE dose may reduce unscheduled bleeding or
spotting, a common adverse effect of extended-cycle oral contraceptives.
Ø The efficacy of Quartette was 3.19 pregnancies per 100 woman-years of use, comparable to other
extended cycle BCPs.
Ø Only one study, an unpublished abstract, showed unexpected spotting/bleeding 18 days in the
first 91 day cycle, but only 7 days by the 4th cycle.
Ø My Take: pricey ($1100/yr. compared with generic Seasonale $463/yr.) and not enough data to
support its use based on less unscheduled bleeding. I don’t think so.

3) Osphena (Ospemifene)
Estrogen agonist/antagonist, same family as Evista, tamoxifen
Ø Indicated for oral treatment of moderate to severe dyspareunia in postmenopausal women.
Ø It is the fourth estrogen agonist/antagonist to be marketed in the US, but it is the only one that
has an estrogen like effect on vaginal epithelium.
Ø Osphena ($160/month) about as effective as vaginal estrogen in relieving pain associated with
intercourse.
Ø Can worsen hot flashes and increase the risk of blood clots.
Ø My Take: Start with low dose vaginal estrogens (Vagifem ~$75/month) that don’t increase the
risk of thrombosis.
4 & 5) Belviq & Qsymia: 2 new weight loss drugs
Belviq – first serotonin 2C agonist makes patients feel full, so eat less.
Ø Three clinical studies showed that people who took it for a year, lost 3– 4% more weight on
average, than those taking a placebo.
Ø It may cause agitation, euphoria, hallucinations, uncontrolled muscles spasms, suicidal thoughts
and priapism; avoid with dextromeththorphan (serotonin syndrome) and SSRIs.
Ø Cost is ~$200/month
Qsymia – combination of two old drugs: phentermine and topiramate.
Ø In two trials Qsymia, taken for a year, resulted in 7 – 9% greater weight loss on average, than
placebo. That’s twice as much as Belviq.
Ø Phentermine heart valve effects quite rare, but does cause spikes in heart rate; topiramate may
cause kidney stones, glaucoma, hypoglycemia and mood disorders.
Ø REMS (Risk Evaluation and Mitigation Strategies) in place because of Pregnancy X category.
My Take: The potential risks for both these drugs far outweigh their modest benefits. I will take your
bets (a peanut buster parfait) that both these drugs are removed from the market in less than two
years.
Pertussis Vaccine Every Pregnancy
Ø The CDC now recommends giving pregnant women Tdap vaccine during each pregnancy,
preferably between 27 and 36 weeks gestation.
Ø Unvaccinated infants have the highest risk of severe disease and death due to pertussis infection.
Ø Immunizing mothers in the third trimester allows maternal antibodies to transfer to the baby…
protect newborns before they get the infant DTaP vaccine series.
Ø Vaccinating women before pregnancy is not likely to produce high enough maternal antibodies to
protect the baby postpartum.
Ø The downside of getting Tdap with each pregnancy is that multiple vaccinations may increase the
risk of injection site reactions.
You may access previous issues at
http://www.rmhp.org/providers/additional-prescribers-resources/prudent-prescriber.
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