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FDA NEWS
FDA Proposes Withdrawal

of ProAmantine

The Food and Drug Admini-
stration signaled that it will
move to withdraw
ProAmantine  (midodrine)
from the market. ProAman-
tine, indicated for the treat-
ment of orthostatic hypoten-
sion, was approved in 1996
under the agency’s acceler-
ated approval regulations for
drugs to treat serious or life-
threatening diseases. Such
approvals mandate that the
drug manufacturer verify
clinical benefit through post-
approval studies. To date,
neither the original manufac-
turer, Shire, nor any of the
generic manufacturers have
demonstrated the drug’s
clinical benefit. The FDA will
consider written comments
from the manufacturers
before making a final deci-
sion on withdrawing the
drug. Approximately
100,000 patients in the
United States filled prescrip-
tions for brand or generic
forms of midodrine in 2009.
The agency is currently
working with manufacturers
to develop an expanded-
access program for patients
now using the drug.
Patients who currently take
midodrine should not stop
taking it, and should consult
their physician about other
treatment options.

coeeesRX NEWS......RX NEWS

New Emergency Contraceptive: The FDA has
approved a new prescription-only emergency
contraceptive (EC) called Ella, which will be
distributed in the United States by Watson
Pharma, Inc. Ella (ulipristal acetate) is a proges-
terone agonist/antagonist and is effective in
preventing pregnancy when taken orally within
120 hours (5 days) after a contraceptive failure
or unprotected intercourse. Ella is contraindi-
cated in known or suspected pregnancy
(Pregnancy Category X); pregnancy should be
excluded before prescribing Ella. In clinical tri-
als, the most common adverse reactions were
headache, abdominal pain, nausea, dysmenor-
rhea, fatigue, and dizziness. Women who be-
come pregnant or complain of lower abdominal
pain after taking Ella should be evaluated for
ectopic pregnancy. Ella may alter the next ex-
pected menses; if menses is delayed beyond 1
week, pregnancy should be ruled out. Ella will
be available as a single 30 mg tablet, which can
be taken with or without food.

New Conjunctivitis Treatment: Vistakon Phar-
maceuticals has received FDA approval to mar-
ket Lastacaft (alcaftadine) ophthalmic solution
for the prevention of itching associated with
allergic conjunctivitis. Lastacaft is an H1 hista-
mine receptor antagonist which also inhibits the
release of histamine from mast cells. The most
common adverse reactions are irritation, burn-
ing, and/or stinging on instillation, eye redness
and eye pruritis. Lastacaft should not be used
to treat contact lens-related irritation. Contact
lenses should be removed before use and may
be reinserted after 10 minutes if eyes are not
red. The recommended dose for adults and
children aged 2 years and older is one drop in
each eye once daily.

..RX NEWS......

New Triple Therapy for HTN: Daiichi Sankyo,
Inc. has been granted FDA approval to market a
new fixed-dose combination treatment for hyper-
tension called Tribenzor. Tribenzor is a combina-

tion of an angiotensin receptor blocker
(olmesartan), a calcium channel blocker
(amlodipine), and a thiazide diuretic

(hydrochlorothiazide). Tribenzor should not be
used in pregnancy or by nursing mothers. In clini-
cal trials, the most common adverse reactions
were dizziness, peripheral edema, headache,
fatigue, nasopharyngitis, muscle spasm, upper
respiratory tract infection, diarrhea, urinary tract
infection, and joint swelling. Tribenzor is not indi-
cated for initial therapy, but may be substituted
for its individually titrated components or used as
add-on/switch therapy. Dosage may be increased
after 2 weeks to a maximum of 40/10/25 mg once
a day. Tribenzor will be available in the following
strengths (dosage expressed as olmesar-
tan/amlodipine/hydrochlorothiazide):  20/5/12.5,
40/5/12.5, 40/5/25, 40/10/12.5, and 40/10/25 mg.

Another HTN Combo: The FDA has also re-
cently approved yet another antihypertensive
combo, Novartis’ Tekamlo, which combines the
direct renin inhibitor aliskiren with the calcium
channel blocker amlodipine. Tekamlo is indi-
cated for the treatment of hypertension as initial
therapy in patients likely to need multiple drugs to
achieve their blood pressure goals, in patients not
adequately controlled on monotherapy, or as a
substitute for its titrated components. Tekamlo
will be available in the following strengths
(dosage expressed as aliskiren/amlodipine):
150/5, 150/10, 300/5, and 300/10 mg. For more
information on fixed-dose combinations for the
treatment of hypertension, see our feature article
on page 3 of this issue.

FDA Approves a Risk Management Plan for Qualaquin

In response to continued reports of serious side effects related to the “off-label” use of Qualaquin
(quinine sulfate), the FDA has approved a Risk Evaluation and Mitigation Strategy (REMS) and
patient medication guide for the drug. Qualaquin is only approved for the treatment of uncompli-
cated malaria caused by Plasmodium falciparum, but it is commonly prescribed “off-label” for noc-
turnal leg cramps. Quinine sulfate may cause serious and life-threatening hematological reactions,
including serous bleeding due to thrombocytopenia, and hemolytic-uremic syndrome/thrombotic
thrombocytopenic purpura. In the absence of evidence of the effectiveness of quinine sulfate in the
treatment of nocturnal leg cramps, the risks clearly outweigh the benefits. The agency’s states that
Qualaquin should not be used for the treatment or prevention of nocturnal leg cramps. In addition,
those patients who are prescribed Qualaquin for its approved use should be educated about the
warning signs of thrombocytopenia, such as easy bruising, severe nose bleeds, blood in the urine
or stool, bleeding gums, and the appearance of unusual purple, brown or red spots on the skin."




MEDICATD UPDATL

Information Regarding the New
York State Medicaid Program

Preferred Drug Program Update

The following additions to the New
York State Medicaid Preferred Drug
Program became effective on July
28, 2010. As of that date, all non-
preferred drugs listed below will
require prior authorization. Prescrib-
ers may obtain prior authorization
by calling the Clinical Call Center at
(800) 309-9493. Pharmacists filling
prescriptions with prior authoriza-
tions must also call the Clinical Call
Center to validate the prescription.

Biguanides

Preferred: Metformin, Metformin
ER

Non-Preferred: Fortamet, Gluco-
phage, Glucophage XR, Glumetza,
Riomet Solution

Corticosteroids - Intranasal

Preferred: Fluticasone, Nasacort
AQ

Non-Preferred: Beconase AQ,
Flonase, Flunisolide, Nasonex, Om-
naris, Rhinocort Aqua, Veramyst

NSAIDS - Ophthalmic

Preferred: Diclofenac, Flurbiprofen,
Ketorolac

Non-Preferred: Acular, Acular LS,
Acular PF, Acuvail, Nevanac,
Ocufen, Voltaren, Xibrom

Platelet Inhibitors

Preferred: Aggrenox, Dipyridamole,
Effient, Plavix

Non-Preferred: Persantine, Ti-
clopidine

Serotonin Agonists (Triptans)

Preferred: Maxalt-MLT, Relpax,
Sumatriptan

Non-Preferred: Amerge, Axert,
Frova, Imitrex, Maxalt, Treximet,
Zomig

Xanthine Oxidase Inhibitors

Preferred: Allopurinol

Non-Preferred: Uloric, Zyloprim
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LAW REVIEW

Regulatory Issues Affecting Pharmacy in New York State

Recent Legislative Actions Impacting Pharmacy Practice

In July, New York Governor David Paterson signed a number of bills into law
which will affect the practice of pharmacy in the state. Of particular interest is a
piece of legislation which amends the public health law regarding controlled sub-
stances and hypodermic syringes.

Electronic Prescribing of Hypodermic Needles and Syringes

On July 15, 2010, the governor signed a bill designated as A 7662 (S 3258), an
act to amend the public health law in relation to the sale, delivery, dispensing,
and/or distribution of controlled substances. The bill was introduced by Members
of the Assembly Ortiz, Gottfried, and Gunther at the request of the Department of
Health. This legislation lays the groundwork for future promulgation of regulations
on the electronic prescribing of controlled substances, following up on the DEA’s
announcement of an interim final rule allowing such prescribing (see the Law Re-
view section of the May, 2010 edition of PRN for a discussion of the DEA interim
final rule) Of more immediate interest to pharmacists, however, is a change made
to section 3381 of the New York State Controlled Substance Act, which addresses
hypodermic needles and syringes. The requirement for a “written prescription” has
been amended to read only “prescription,” allowing for the use of electronic pre-
scribing. The Bureau of Narcotic Enforcement has released the following state-
ment explaining the change:

Changes to the Public Health Law, which became effective July 15, 2010,
now allow for the electronic prescribing of hypodermic needles and syringes
(including pre-filled syringes with a non-controlled substance) in New York
State. This change expands the current prescribing methods for hypodermic
needles and syringes, which include Official New York State Prescriptions,
out-of-state prescriptions and oral prescriptions. Computer generated fax-
ing is not allowed. It is important to note that electronic prescriptions for
hypodermic needles and syringes pre-filled with a controlled substance is
not yet permissible.

Scheduling of Lyrica (pregabalin) in New York State

Lyrica (pregabalin) was approved by the FDA in December, 2004 and labeled a
schedule V controlled substance by the DEA. However, until now, Lyrica was
never listed as a scheduled drug in New York State. Included in the bill discussed
above (A 7662) is a provision to place Lyrica in schedule V of section 3306 of the
public health law. This provision will take effect on October 13, 2010.

Definition of an Electronic Prescription

As advances in technology transform the practice of pharmacy from a paper and
pen analogue profession to a digital one, there is, inevitably, confusion over the
terms and definitions relating to the new paradigm. The Department of Health has
done a good job of defining the key terms relating to this piece of legislation, spe-
cifically as regards the exact meaning of the term “electronic prescription:”

“Electronic prescription” means a prescription issued with an electronic sig-
nature and transmitted by electronic means in accordance with regulations
of the commissioner and the commissioner of education and consistent with
federal requirements. A prescription generated on an electronic system that
is printed out or transmitted via facsimile is not considered an electronic pre-
scription and must be manually signed.

“Electronic” means of or relating to technology having electrical, digital,
magnetic, wireless, optical, electromagnetic, or similar capabilities.
“Electronic” shall not include facsimile.
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FIXED-DOSE COMBINATIONS FOR HYPERTENSION

The JNC 7 (Joint National Committee on the Prevention, Detection, Evaluation, and Treatment of High Blood Pres-
sure) states that the majority of patients with hypertension will require two or more medications to reach their blood pres-
sure goals. Fixed-dose combination therapy has the advantage of increasing patient compliance and, in some cases,
reducing costs. And while combination drugs combining thiazide diuretics with a number of other agents have been mar-
keted for many years, recently there has been increasing interest in non-diuretic fixed-dose combinations of two drugs
from complimentary antihypertensive drug classes. In the review below, we will focus on the most popular of these

newer, non-diuretic fixed dose combination products.

CCB plus ACE

These agents combine a Calcium Channel Blocker (CCB)
with an Angiotensin Converting Enzyme Inhibitor (ACE).

LOTREL (Amlodipine + Benazapril)

Strengths Available: 2.5 mg/10 mg
5 mg/10 mg
5 mg/20 mg
5 mg/40 mg
10 mg/20 mg
10 mg/40 mg

Maximum Daily Dose: 10 mg/80 mg

Indicated for initial therapy of HTN? NO

TARKA (Trandolapril + Verapamil)

Strengths Available: 1 mg/240 mg
2 mg/180 mg
2 mg/240 mg
4 mg/240 mg

Maximum Daily Dose: 8 mg/480 mg
Indicated for initial therapy of HTN? NO

Note: LEXXEL, which contained Enalapril and Felodipine,
was discontinued by AstraZeneca in July, 2008. There is
no generic formulation of this product on the market at this
time.

Renin Inhibitor plus CCB

This agent combines the Direct Renin Inhibitor Aliskiren
with a Calcium Channel Blocker (CCB).

TEKAMLO (Aliskiren + Amlodipine)

Strengths Available: 150 mg/5 mg
150 mg/10 mg
300 mg/5 mg
300 mg/10 mg

Maximum Daily Dose: 300 mg/10 mg

Indicated for initial therapy of HTN? YES
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CCB plus ARB

These agents combine a Calcium Channel Blocker (CCB)
with an Angiotensin Il Receptor Blocker (ARB).

AZOR (Amlodipine + Olmesartan)

Strengths Available: 5 mg/20 mg
5 mg/40 mg
10 mg/20 mg
10 mg/40 mg

Maximum Daily Dose: 10 mg/40 mg

Indicated for initial therapy of HTN? YES

EXFORGE (Amlodipine + Valsartan)

Strengths Available: 5 mg/160 mg
5 mg/320 mg
10 mg/160 mg
10 mg/320 mg

Maximum Daily Dose: 10 mg/320 mg

Indicated for initial therapy of HTN? YES

TWYNSTA (Telmisartan + Amlodipine)

Strengths Available: 40 mg/5 mg
40 mg/10 mg
80 mg/5 mg
80 mg/10 mg

Maximum Daily Dose: 80 mg/10 mg

Indicated for initial therapy of HTN? YES

Renin Inhibitor plus ARB

This agent combines the Direct Renin Inhibitor Aliskiren
with an Angiotensin Il Receptor Blocker (ARB).

VALTURNA (Aliskiren + Valsartan)

Strengths Available: 150 mg/160 mg
300 mg/320 mg

Maximum Daily Dose: 300 mg/320 mg

Indicated for initial therapy of HTN? YES
August, 2010 3
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We have begun to receive shipments of
the new, reformulated OxyContin. What’s
different about the new formulation, and
why was the change made?

In April, 2010, the FDA approved Purdue
Pharma’s New Drug Application for a refor-
mulation of OxyContin. The reformulated tab-
let is harder, even somewhat plastic-like,
which will make it more difficult to break or
crush the tablet, a practice favored by those
who abuse the medication. In addition, when
mixed with water, the contents form a gelati-
nous substance which would be difficult if not
impossible to inject through a syringe. Beside
these alterations, intended to prevent abuse
of OxyContin, there are also some changes
to the appearance of the product. The refor-
mulated tablets are marked “OP” rather than
“OC” and the 60 mg and 80 mg tablets are
slightly larger in size than the currently mar-
keted tablets. On April 5, 2010, Purdue
Pharma released a statement about the refor-
mulation of OxyContin, which read, in part:

The U.S. Food and Drug Administration
(FDA) approved Purdue Pharma L.P.’s New
Drug Application for a reformulation of Oxy-
Contin (oxycodone HCI controlled-release)
Tablets.

The Reformulation has met FDA criteria for
bioequivalence to the original formula, which
means there is no significant difference in the
rate and extent of absorption of the therapeu-
tic ingredient.

Purdue elected to reformulate OxyContin to
be bioequivalent to the original formulation
and in an effort to make the tablet more diffi-
cult to manipulate for the purpose of inten-
tional misuse and abuse, however, there is
no_evidence that the reformulation of Oxy-
Contin is less subject to misuse, abuse, di-
version, overdose, or addiction.

GOT QUESTIONS? WE HAVE ANSWERS!

Send your questions to us at:
askprn@prnnewsletter.com

PRN welcomes your questions on any topics relating to the practice of pharmacy. All answers are researched by our staff and,

when necessary, discussed with the appropriate regulatory agencies. The information provided is not intended as legal ad-
vice, nor is it a substitute for professional judgment in clinical practice.

DID YOU KNOW?

ﬂlﬂﬂl HJ K( that 1199, the healthcare workers union, was originally formed to repre-
sent pharmacists and drug store workers? In 1932, Leon J. Davis, a drug store clerk
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who had dropped out of Columbia University’s School of Pharmacy, founded the union
in New York City. Over the years, the organization expanded to cover workers in hospi-
tals, nursing homes, clinics, and home health aides. Ironically, most pharmacists now
working in New York are not members of this “pharmacist’s union.”
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This month’s puzzle involves a topic near and dear to many a heart - cholesterol! This
once obscure laboratory value has become so entrenched in the popular imagination
that people now compare HDLs and LDLs the way they once discussed their golf
handicap! After answering for each lipid-related clue below, take the first letter of each
answer to spell the name of a certain style of a piece of equipment that every pharma-
cist uses every day. The first reader to submit the correct answers, including the hid-

0= rte - a e B e TN\ den word, to puzzle@prnnewsletter.com will receive a custom-printed PRN binder.

1. Bile acid sequestrant available in “light” form (brand name)

clinical practice.

Visit us on the web at:

www.prnnewsletter.com

Subscriptions are available:

One year (12 issues)........... $48.00
(Student Discount Available Online)

2. Bile acid sequestrant also indicated for type 2 diabetes (brand name)
3. Inhibits absorption of cholesterol at brush border of intestine (generic name)

To pay by credit card via secure server
go to the SERVICES page of our web-
site: www.prnnewsletter.com

or

4. The second most potent statin, based on mg to mg comparison (generic name)

5. An ester containing glycerol and 3 fatty acids (try to keep it under 150!)

Send a check or money order payable 6. A natural product which contains a statin-like chemical, red rice
to PRN Publishing to:
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