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Pros and cons of the first OTC 
medication for OAB in women

The FDA has recently approved Oxytrol 
for Women, the first over-the-counter 

medication for overactive bladder (OAB). 
Oxybutynin, the active agent, is a well-
proven drug that’s been on the market for 
many years, so we know its efficacy and are 
well-aware of its side effects. 

It’s estimated that about 20 million 
American women have the symptoms 
of OAB—a strong urge and increased 
frequency of urination—but the majority 
of them don’t seek medical treatment. For 
these women, access to an OTC drug may 
be helpful in the short term. It’s certainly 
better than nothing.

But there are dangers to this approach. 
Oxytrol is delivered transdermally, via a patch, 
and the patch technology causes a serious 
skin reaction in more than ten percent of 
users. More significantly, the symptoms of 
OAB mimic those of urinary tract infection, 
bladder cancer, and other conditions. I am 
concerned that at the same time a woman 
prescribes a medication for herself, she may 
be misdiagnosing her disease.

I’m much more comfortable with a woman 
seeing her physician, getting a diagnosis of 
overactive bladder after appropriate evaluation 
and then, perhaps, deciding that she’d rather 
not take a prescription-strength drug but opt 
for an OTC drug. Keep in mind, however, 
that there’s no guarantee an OTC drug will 
result in savings. There are many generic 
agents of oxybutynin that may be covered 
by health plans for as little as five dollars a 
month, substantially less than the cost of the 
OTC version.

FDA expands approved uses of 
Botox in the treatment of OAB

in 2013, the FDA expanded the approved 
use of Botox to include treatment of 

adults with overactive bladder (OAB) who 
cannot use or don’t adequately respond to 
medications for the condition.

This is an excellent treatment and I’m 
pleased that we can now offer it to more 
patients. Botox is, however, a very powerful 
drug. Patients will definitely want to go to 
a physician who has experience with it and 
uses it with respect.

The Urology Division of Premier Medical 
Group has been using Botox for many years, 
in treatment and in a wide range of clinical 
trials. The first approved indication for botox 
—which we were involved in testing—was 
for neurogenic bladder, that is, in patients 
with a spinal cord injury or who had 
multiple sclerosis.

 The new FDA approval means that this 
expensive drug will now be covered by 
insurance in additional situations, making 
it more affordable for the large cadre of 
patients now eligible for the treatment.

With most of the oral agents 
currently used for OAB, the worst side 
effects experienced are dry mouth 
and constipation, conditions that will 
cease within a few days of stopping the 
medication. Botox, on the other hand, is 
an injectable drug: once it’s in your body 
we can’t stop it or take it away and any side 
effects that develop must run their course. 
Premier urologists’ long experience and 
familiarity with the Botox procedure helps 
minimize such side effects and maximize the 
very real benefits.

 

Extending Life for 
patients with Late 
stage prostate Cancer

FDA expands the use of Zytiga

Zytiga is a great drug and this 
development is a real winner. in prostate 

cancer, testosterone stimulates the 
growth of prostate tumors. Zytiga is a pill 
that, uniquely, not only blocks the body’s 
production of testosterone but also blocks 
production of testosterone by the tumor 
itself, something that occurs in late stage 
prostate cancer.

When Zytiga was first appoved, in 2011, 
it was to be used only for patients who 
had already undergone chemotherapy. 
Chemotherapy for prostate cancer is tough. 
Zytiga therapy is significantly less difficult to 
undergo, it doesn’t require hospitalization 
and patients taking it are able to walk around, 
function and live their lives.

An FDA review found that patients 
receiving Zytiga had a delayed need for 
pain management and chemotherapy, 
and experienced both a slowing of cancer 
progression and prolonged survival. 

Greater Promise for Provenge

We are learning that provenge—which 
has been FDA approved for a number 

of years and which we administer in our 
practice—can be more effective than 
originally thought. 

provenge is an intravenous drug for 
the treatment of advanced prostate 
cancer. initially, data from clinical trials 
suggested that this “autologous cellular 
immunotherapy” extended the life of 
prostate cancer patients by an average of 
4.1 months. 

recently, the data has been reevalu-
ated, based on when in the course of their 
disease patients received provenge. The 
new studies find that when patients receive 
provenge earlier in their treatment, at a 
time when their psA is under 22, they may 
experience a longer survival time than 
previously thought. 

provenge is expensive, close to $100,000 
for the three-infusion treatment, making the 
cost vs. benefit of 4.1 months of extra life 
a close call for some. now, the possibility 
of receiving the drug before the cancer 
becomes too aggressive and gaining an 
extended period of good quality life has made 
provenge far more attractive. since the 
data has come out and been disseminated 
among prostate cancer support groups, we 
have had a dramatic uptick in the number of 
patients interested in provenge.

[ p r e m i e r  n e w s ]

 Every day sees further development in the science 

of medicine. Dr. Evan r. goldfischer provides an 

overview of some of the new medications and 

treatments now available to our patients.

Report from the 
medical journals

Developments in the treatment of OAB
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Bariatric surgery  
and kidney stones

About 200,000 Americans have bariatric surgery each year in  
 an attempt to overcome obesity after diet and exercise have 
  failed. The surgery, in effect, changes the anatomy of the 
    digestive system to limit the amount of food that can be 

consumed and the amount of food that the body can digest.
Two procedures are most commonly used in the United States: 

gastric banding and the Roux-en-Y 
gastric bypass (named after the 
surgeon who developed it). In gastric 
banding, an adjustable band is placed 
around the top portion of the stomach, 
limiting food intake. In the gastric 
bypass procedure, a stomach pouch 
is created out of a small portion of the 
stomach and attached directly to the 
small intestine, bypassing a large part 
of the stomach and duodenum. This 
not only reduces the amount of food 
that can be consumed but, by going 
around the duodenum, the absorption 
of calories, especially from fats, is 
significantly reduced as well.

There are many lifestyle and dietary 
adjustments that must be made by 
people who have undergone bariatric 
surgery but the positive effects on 
cardiovascular risk, diabetes, sleep 
apnea and other health problems related to obesity are considered to 
make it worthwhile. We do not yet have a complete understanding 
of the long-term effects of bariatric surgery, but urologists have taken 
note of a significant short-term effect of the gastric bypass. Within six 
months of this surgery, a patient’s risk of developing kidney stones 
nearly doubles.

“As the procedure has become more popular in our region we 

have been seeing some increase in kidney stones as a result 
of the gastric bypass,” says Dr. Paul Pietrow of Premier’s 
Urology Division. “The whole digestive process changes for 
people who have had Roux-en-Y gastric bypass surgery. It’s 
the planned malabsorption caused by this procedure—which 
significantly affects the composition of urine— that drives 
most of the stone risk. Many of the factors that we measure 
and try to control to prevent stones, such as high oxalate 
levels and low citrate levels, become less than optimal. 
Especially in patients who experience diarrhea, and the 
resulting fluid loss, bariatric surgery can create the perfect 

storm for stone disease.”

Preventing stones after bariatric surgery
The main factor in stone prevention after bariatric surgery—not 

so different from stone prevention for everyone—is to maintain 
excellent hydration. “There has to be plenty of fluids going through 

the kidneys in order to dilute the 
crystals and the stone-forming risk 
factors. So it’s a matter of fluids, 
always fluids,” says Pietrow. It’s also 
important to keep to a moderate 
intake of animal protein, which tends 
to lower the urine PH and increase 
uric acid, putting these patients more 
at risk for stones. 

 Most patients, after bariatric 
surgery, could do with getting more 
citrates into their diet to make up 
for the reduced levels that are part of 
the kidney’s physiologic response to 
malabsorption of nutrients. That can 
be accomplished, in most cases, simply 
by adding lemon or orange juice to the 
water they’re staying hydrated with.

“We also urge consuming dairy 
products for those patients that can 
tolerate it,” says Pietrow. “Dairy has a fair 

amount of calcium in it, which binds to the oxalate in the gut so calcium 
oxalate can be excreted rather than reaching high concentration in the 
kidneys and crystalizing.”

Being aware that gastric bypass surgery involves a heightened risk 
for developing kidney stones should make it possible to develop 
dietary strategies to reduce that risk, while enjoying the health 
benefits of weight loss. 
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As this weight-reduction procedure has become 

more popular in our region, we have been seeing 

some increase in kidney stones as a result of 

gastric bypass. Many of the factors that we 

measure and try to control to prevent stones, 

such as high oxalate levels and low citrate levels, 

become less than optimal.Paul K. Pietrow, MD, FACS

in the roux-en-Y gastric bypass food is diverted to cause malabsorption 
of nutrients, which contributes to a risk of kidney stones.
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Building colorectal 
cancer awareness

[ g i  p r e v e n t i o n  a n d  t r e a t m e n t ]

Salvatore M. Buffa, MD

The American Cancer 
Society estimates 
that 2013 will see 
about 142,000 new 

cases of colorectal cancer 
and 51,000 deaths from 
the disease. The good news 
hidden in those grim statistics 
is that the death rate continues 
to fall, as it has for the last 20 
years. To a large degree, this 
can be attributed to the fact 
that more and more people 
are getting a screening 
colonoscopy.

 It typically takes between 
10 to 15 years from the time 
that abnormal cells start 
growing into polyps for them 
to develop into colorectal 
cancer. Colonoscopy, done at the right times, can find and and allow 
for the removal of many of these growths before they become cancers. 
Screening can also find colorectal cancer in its early stages when, with 
the treatment improvements of recent years, the disease is highly 
curable. Between 2002 and 2010 the percentage of adults getting the 
appropriate screening increased 13 percent. Today, there are more than 
1 million survivors of colorectal cancer in the United States and it’s 
estimated that well over half of them have colonoscopy to thank for it.

“People are certainly doing better at getting screened,” says Dr. 
Salvatore M. Buffa of Premier’s GI Division. “But still, one in three 
people between the ages of 50 and 75 are not up-to-date on screening. 

I tell my patients, ‘Don’t wait for symptoms to occur 
before getting a colonoscopy; the most common 
symptom of colorectal cancer is no symptom at all,’” 
Buffa says. “Certainly incidence of rectal bleeding, 
changes in your bowel pattern and unexplained 
weight loss are significant, but the most important 
thing is to start getting screened at the appropriate 
age, before such symptoms manifest.”

What needs to be done
“Men and women are equally affected by colorectal 

cancer in this country and the general criterion for 
screening is the same for 
both sexes: it should start at 
age 50,” Buffa says. “If you 
have a strong family history 
of the disease, especially in 
younger family members, 
then your screening 
timetable may be altered to 
start sooner. Any inherited 
forms of colorectal cancer 
or hereditary polyp diseases 
also would require you to 
be screened earlier than age 
50, as would predisposing 
chronic digestive conditions 
such as inflammatory 
bowel disease. And African 
Americans have an increased 
risk of colon cancer 
compared to Caucasians, so 
their colon cancer screening 

intervals should begin at age 45.”
The prime motive behind events like the Challenge Your Colon Chili 

Festival is to make people more aware of the need for screening. “Of 
course, though we want to have a good time, we make sure there is a 
strong educational component to the event because we want to help 
people get over fear of the examination or its results,” says Buffa. “When 
patients come to Premier offices they’ll seen signs and posters reminding 
them to have their screening colonoscopy. We’re involved in having the 
Mid-Hudson Bridge lit up in blue for March, colorectal cancer awareness 
month. Some of us wear bracelets on our wrist that say, ‘Ask us why 
we’re blue.’ The answer is, ‘we’re blue for colon cancer awareness.’”

The prime motive behind events like the Challenge 

Your Colon Chili Festival is to make people more 

aware of the need for screening for colorectal 

cancer. Though we want to have a good time, we 

make sure there is a strong educational component. 

We want to help people get over fear of the 

examination or its results.

Keynote speaker and Colon Cancer survivor, geeta gorwara, shares her experiences.



Challenge Your Colon 
Chili Festival
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W
ith more than 500 people in 
attendance and over $50,000 
dollars raised,  the premier 
Cares Foundation’s  second 

annual “Challenge Your Colon” Chili Festival 
has kicked it up a notch. 

The Festival—now a regular observance 
of Colon Cancer Awareness Month— 
featured 21 restaurants and groups serving 
up their prize chili recipes, plus over 50 
other Hudson Valley vendors showcasing 
specialties such as cheeses, salsa, 
cornbread and desserts.  At the end of the 
day,  a lot of great chili had been consumed 
and some important messages about 
health and community had been brought 
home to the Hudson Valley.

This family-friendly event was made 
possible by the generous contributions of 
local restaurants, bakeries, breweries, 
vintners and vendors who gave of their 
time and talent. Bob stump and the Blue 
Mountain Band helped keep spirits high. 

The funds they’ve helped the Foundation 
raise will be used to help Hudson Valley 
residents with gastrointestinal or urologic 
conditions (such as colon or prostate 
cancer) manage their disease and its 
treatment.

This year’s winners for best chili, chosen by 
judges from the Culinary institute were:
• Farm to Table Bistro —premier Award
• All shook Up — Habanero Award
•  Arlington professional Firefighters — 

Jalapeno Award

The people’s Choice Award, chosen by 
ballot, went to the  Arlington professional 
Firefighters, with All shook Up garnering the 
runner-up’s poblano Award.

Arlington professional Firefighters won the "people's Choice" Award for best Chili. From left to right, Dr. sunil Khurana, 
Dr. salvatore Buffa, Monica Metty, Arlington Firefighter Joe Tarquinio Jr., Julie goldfischer, Dr. Evan goldfischer.
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[ g i :  l o o k i n g  f o r w a r d ]

The genetic link of 
colorectal cancer

It has long been understood 
that having a family history of 
colorectal cancer increases an 
individual’s risk of developing the 

disease. In fact, many gastrointestinal 
diseases are inherited or have a genetic 
predisposition. In recent years, medical 
research has identified the specific 
genes responsible for some of these 
conditions.

 “There is an inherited condition 
called polyposis in which people 
develop polyps throughout the colon, 
hundreds to thousands of them,” says Dr. Sunil Khurana, co-director 
of Premier Medical Group and director of the GI Division. “These 
people always develop colon cancer, that’s a given. Some of their 
family members, however, though they don’t have these multiple 
polyps, are likely to have a condition called hereditary non-polyposis 
colorectal cancer (HNPCC) or Lynch Syndrome, after the physician 
who characterized it.”

Most colon cancers are considered “sporadic,” that is, they occur 
without the presence of a genetic abnormality. But about 3-4 percent 
of colorectal cancers in the U.S. are due to Lynch Syndrome, and 
close to seven percent of people who develop the disease before the 
age of 50 have Lynch Syndrome (LS).

“The studies show that having Lynch Syndrome gives people an 
80-85 percent risk of developing colorectal cancer in their lifetime,” 
says Khurana. “And LS is not only implicated in colorectal cancer, 
it is related to a very high incidence of uterine cancer. In fact, if you 
look at the women who develop uterine cancer before the age of 50, 
9 percent of them have LS. This, and other considerations, has led 

physicians to recommend that the families of patients who 
develop colon cancer before age 50 be tested for LS.”

The recommendation for screening in the general 
population calls for colonoscopy to start at age 50 and 
be repeated every 8–10 years. “The thesis behind that is 
that even if you start developing a polyp the day after your 
colonoscopy, it takes a while for the polyp to develop and a 
long time for the polyp to turn into cancer,” Khurana says. 
“But in people who have Lynch Syndrome, that period is 
not 8–10 years, it can be in as little as 1-3 years. We need 
to screen the family members of people with LS at a much 

younger age than normal, starting 
at age 20-25, and screen them 
more frequently, perhaps every 
year to two years.”

New data coming out shows 
that the average age at which 
people develop Lynch Syndrome 
is 58. That has led some experts 
to suggest that testing be done 
for all people with colorectal 
cancer, not just those who 
develop cancer before age 50. 
Microsatellite instability (MSI) 
testing is a relatively inexpensive 

procedure performed on tissue samples from a tumor. Positive results 
in this test indicate the possibility of LS and the advisability of going 
forward with genetic testing. 

“My personal feeling is that universal testing is a good idea,” 
Khurana says. “If you look at the current criteria and test for Lynch 
Syndrome only in people who are under age 50, you are going to 
miss a significant number of cases. I have been involved in meetings 
at Vassar Brothers Medical Center to develop criteria that define 
people whose specimens should be tested with MSI and followed 
up with genetic testing for them and their family members if results 
show DNA instability.”

“In our practice at Premier, we pay attention to the red flags that 
come up in the course of taking a patient’s history,” says Khurana. 
“If, for example, two or more family members have developed cancer 
at an early age, I would definitely consider the possibility of Lynch 
Syndrome and likely advise my patient to undergo genetic testing. 
Once I’ve explained the reasoning, the benefits and risks, it becomes 
a personal choice for the patient to make.”

in our practice, we pay attention to the red flags 

that come up in the course of taking a patient’s 

history. if, for example, two or more family 

members have developed cancer at an early 

age, i would advise my patient to undergo genetic 

testing. Once i’ve explained the benefits and risks, it 

becomes a personal choice for the patient to make.Sunil K. Khurana, MD, FACG
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Over the last decade it has been consistently 
demonstrated that there is a direct cause and effect 
relationship between cardiovascular disease 
(CVD) and erectile dysfunction (ED). 

Dr. Evan Goldfischer of Premier’s Urology 
Division, makes a point of telling his ED 
patients, “the penis is a barometer of 
cardiovascular health.”

“The arteries to your brain, the 
carotid arteries, are fairly good sized,” 
Goldfischer explains.” The arteries 
that supply your heart are medium 
sized, but the artery to your penis is 
very small. If you’ve got cholesterol 
plaques and cardiovascular disease 
resulting in blood not flowing 
adequately to the organs, the one that 
gets clogged first is the smallest one, the 
one that supplies the penis,” he says. “This 
is manifested by erectile dysfunction. If the 
plaques build up some more, a man could end up 
with a heart attack or a stroke.”

ED drugs provide an early clue 
 “If you go all the way back to the early 90s, 

you’ll find that Viagra was originally developed 
as a vasodilator, a medicine to treat heart 
failure and hypertension. When the drug went into clinical trials, 
it was discovered that it had a side effect, it gave men erections,” 
says Goldfischer. Today, both Viagra and Cialis are marketed, under 
different names, for pulmonary hypertension. “It should tell you 

something,” Goldfischer notes, “that these ED drugs are, at 
their core, vascular drugs.”

Starting around 2005, it became commonplace in the 
urological literature to look at ED as a marker of cardiovascular 
disease. Soon after, the ED-CVD link began to be examined 
in the cardiology literature. “About two years ago, we had a 
“journal club” with Hudson Valley Heart Center,” Goldfischer 
says. “ We presented five articles from our literature and they 
presented five articles from their literature, and we quickly 
realized just how close these papers were… the cardiologists 
and the urologists were drawing the same conclusions.”

The two disciplines decided to create some synergy. 
The urologists recognized that patients coming in with erectile 
dysfunction—for example, the average 55-60 year old man 

with diabetes or hypertension whose erections had 
been getting weaker over the years—is likely to 

have some degree of vascular disease. “When 
they come in for ED, and their patient 

history fits the profile, we’ve been advising 
them  to see a cardiologist, if they don’t 
already have one, for a cardiovascular 
workup,” says Goldfischer. Similarly, 
the cardiologists are now asking their 
patients whether or not they can get a 
satisfactory erection. 

Vascular, hormonal or both?
It can be a complicated situation. 

“We now know that 20%, or more, of all 
diabetics have low testosterone, it’s just 

something that happens with the disease,” 
says Goldfischer. “We typically see men with 

a number of confounding variables: for example, 
a patient may be a diabetic, he may have 
some peripheral vascular disease and some 
cardiovascular disease, as well as the problem 
of not having erections that brought him to 
us. The question is, is it a vascular problem, 
a hormonal problem, or is it both? The 

cardiologists have taken a bit more aggressive stance than they used 
to and they’re asking their patients about these things. It’s been a 
very good collaboration with the cardiologists and has resulted in 
our patients getting better care.”

[ u r o l o g i c a l  c o n n e c t i o n s ]

Erectile dysfunction 
and your heart
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The arteries that supply the heart are about three 

millimeters in circumference, while the artery to 

the penis is about one millimeter. if cholesterol 

plaques and cardiovascular disease result in blood 

not flowing adequately to the organs, the one that 

gets clogged first is the smallest one, the one that 

supplies the penis. That should be a clue. Evan R. Goldfischer, MD, MBA, FACS

“ 

The penis is a barometer  
of cardiovascular health.”
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[ u r o l o g y  d i a g n o s i s ]

A woman with urgency

Primary measures
An otherwise healthy 52-year-old woman, mother of three, is referred to me by her 

primary care physician. For the past year she has experienced increasing urinary urgency 
and frequency, up to ten times a day and two to three times at night. She also complains 
of leakage of urine, or urinary incontinence. She exercises three times a week, and has 
some mild urinary leakage with exercise as well, but this is secondary to her complaint 
of urge incontinence, where she can’t hold it when she tries to get to the bathroom. She 
reports no pain.

It has become very frustrating for her as she’s a healthy, active woman. The lack of 
control over her urine has interfered severely in her social life and is affecting intimacy 
with her partner as well.

The patient’s PCP has prescribed a low dose of a first-line anticholinergic medication 
to block the neurotransmitter (acetylcholine) responsible for bladder muscle contraction 
and allow for relaxation of the bladder. Ultrasound of her kidneys and bladder showed 
no abnormality. As treatment was only minimally effective—and patient experienced dry 
mouth as a side effect—she was sent to us for urologic evaluation.

Generally normal
The patient’s history uncovers 

little new information other than 
that she is a smoker. Physical 
examination, including abdominal 

gynecologic and brief 
neurologic exams, is 

generally normal. There 
is, however, some mild 
hypermobilty of the 

urethra in the pelvic 
exam with coughing, but no leakage 
of urine, no evidence of uterine or 
vaginal wall prolapse. Urinalysis 
shows microscopic blood but no 
evidence of infection.

No suspicions raised
I inform the patient that she has 

the classic symptoms of overactive 
bladder (OAB), a small amount of 
microhematuria, or microscopic 
blood in the urine, which may or 
may not be anything significant, 
and that, as scans have shown, is 
successfully emptying her bladder. 
The patient is prescribed a higher-
strength medication and asked to 
try pelvic floor exercises -- Kegel 
exercises—and return in a month for 
follow-up. 

The symptoms of overactive bladder— increasing urinary 

urgency and urinary frequency—should not be endured 

in silence. not only can the majority of cases of OAB 

be successfully treated, the symptoms may indicate an 

underlying condition that needs to be urgently addressed.

Daniel Katz, MD
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One month later
On her new medication there 

were no significant side effects, but 
the patient also experienced no 
significant improvement. She gets up 
to urinate one time less at night, but 
she’s still having urgency and having 
trouble holding it.

Upon retesting, there is 
persistent blood in her urine 
so—considering her non-response 
to medication—further evaluation 
is in order. As a smoker, the patient 
is at heightened risk for bladder and 
kidney cancer. Tests are scheduled, 
including a cystoscopy, to look 
inside the bladder, and a CAT scan. 
Urodynamic testing will evaluate the 
bladder’s response to filling.

Not completely normal
The CAT scan is completely 

normal, as is cystoscopy. Urodynamic 
testing, however, shows that at low 
volumes of urine, about 75ccs ( a 
bladder can normally hold 300 to 
500 ccs or more without a problem) 
—she starts having mild bladder 
contraction and when she reaches 
150 ccs her bladder just starts to 
contract and empty.

At this point, the patient has failed 
to find help through medications and 
has a significant overactive bladder 
component. While reviewing these 
results with the patient, I ask her 
whether anything else has changed 
for her in the past year while her 
bladder problem has been going 
on. She volunteers that in the past 
several months she’s noticed that her 
balance has been a little bit off. She’s 
never had anything like that before, 
and she has noticed that, when 
writing, the pen occasionally slips out 
of her hand. 

Focused treatment
Having failed with standard 

medications, we try the newest 
medication for OAB, Myrbetriq, 
in combination with biofeedback. 
Myrbetriq works through a 
completely different mechanism of 
action and achieves a response in 
some patients for whom the standard 
meds are ineffective. The biofeedback 
focuses on learning to control the 
muscle of the pelvic floor. 

The patient doesn’t respond 
well enough to this regimen and is 
interested in further treatment. There 
are two approaches that have been 
successful in neurogenic bladder 
and we help the patient make an 
informed decision about which she 
would prefer.

Informed choice
The choices are InterStim— 

an implanted pacemaker-type 
neuromodulation device —and 
Botox, which is botulinum toxin. 
After meeting with our research team, 
she decides to enroll in a clinical 
trial examining the use of Botox for 
neurogenic bladder in people with 
multiple sclerosis then underway. 
(Botox is now FDA approved for the 
treatment of neurogenic bladder).

The patient continues her botox 
treatments every six to nine months 
and is under the care of a neurologist 
for her MS. She has an excellent 
quality of life, resolution of her 
incontinence, intimacy with her 
partner and is dancing again with her 
friends on square dance weekends.

A diagnosis
Since there are no physical 

findings on cystoscopy or physical 
exam, we need to investigate whether 

there is a neurologic cause for her symptoms. 
The patient agrees to undergo  

an MRI of her brain.
The MRI shows mild demyelination lesions 

consistent with early multiple sclerosis. Her 
urinary symptoms, to this point, have been the 

              only significant signs. 
         It is now clear the patient is 

   suffering  from neurogenic 
  bladder  related to MS.
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Oasis 
by BioReference Laboratories
A New Kind of Medical Laboratory

ULSTER 
COUNTY
25 Grand St.
Kingston, NY 12401
Phone: 845-331-3106
Fax: 845-331-3193
Mon - Fri: 7A - 4:30P
Sat & Sunday: closed

DUTCHESS 
COUNTY 
334 Main St. 
Beacon, NY 12508
Phone: 845-765-8366
Fax: 845-765-8367
Mon - Fri: 8A - 4:30P
Sat & Sun: closed

27 Fox St. 
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Poughkeepsie, NY 
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Phone: 845-485-1067
Fax: 845-454-3194
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400 Westage 
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Drive
(Suite 210-A)
Fishkill, NY 12524
Phone: 845-204-9188
Fax: 845-204-9187
Mon - Fri: 7A - 5P
Sat & Sun: closed

ORANGE 
COUNTY
70 Gilbert St.
Monroe, NY 10950
Phone: 845-782-7222
Fax: 845-783-4892
Mon - Fri: 8A - 4:30P
Sat & Sun: closed

147 Lake St.
(Basement)
Newburgh, NY 
12550
Phone: 845-391-8422
Fax: 845-391-8423
Mon - Thurs 7A - 10P
Fri: 7A - 8P 
Sat: 9A - 5P
Sun: 1P - 5P 

SULLIVAN 
COUNTY
111 Sullivan Avenue

(Suite 2-6)
Ferndale, NY 12734
Phone: 845-747-9324
Fax: 845-747-9339
Mon - Fri:  
8:30A - 3:30P
Sat & Sunday: closed

 Coagulation Draws
 Pediatric Draws
 Handicap Accessible
 Tuberculosis Screen
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Valley Patient  
Service Centers
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A man who could not swallow
[ g i  d i a g n o s i s ]

THE CALL
The call from the emergency room 
comes in at 11:15 pm. A 62-year-
old male has arrived in a state of 
agitation, complaining of being unable 
to swallow. He was eating a pork 
chop for dinner, he said, when he felt 
the sensation of something “getting 
stuck.” He had waited a few hours for 
the sensation to pass, because he’d 
experienced similar episodes in the 
past, but now he was getting panicky.

THE TELLTALE SIGN
When Dr. Dean arrives at the Er 
he finds a nervous but alert elderly 
male, sitting up and expectorating 
saliva into a cup. people don’t realize 
how much saliva they produce—up 
to a quart a day—until it can’t be 
swallowed automatically and comes 
back the other way. This is a telltale 
sign of a food bolus obstruction of 
the esophagus, a relatively common 
event in older adults, sometimes 
reffered to as “steakhouse 
syndrome.”

CLOSING IN
The patient’s history and preliminary 
endoscopic views suggest that acid reflux 
is a strong component of this dysphagic 
process. The patient is placed on an 
acid suppression regimen, advised 
to eat soft-consistency foods for 48 
to 72 hours, and scheduled for an 
endoscopy at a later date, once 
inflammation has been reduced. 
repeat endoscopy will assess the 
healed tissues to determine if there 
is a stricture (abnormal narrowing) 
that may require dilation and the 
nature of its cause. 

Aside from the most common 
problem—a benign stricture secondary 
to reflux esophagitis—Barrett’s esophagus, 
esophageal cancer and schatzki’s ring (a 
submucosal, muscular hypertrophy that can run in 
famiies, are potential diagnoses in this situation.

FIRST THINGS FIRST
History: a non-smoker, he has noted heartburn over many years, which he self-treats with 
Tums, but takes no other prescription or OTC medications. The physical exam is normal: lungs 
are clear, cardiac rhythm and rate are regular, abdomen soft and non-tender, labs normal. 
This is as straightforward as it gets.

At this point, an endoscopy is indicated to identify and dislodge the bolus. The dysphagia, 
(difficulty swallowing), is a symptom of some underlying structural condition in about 90 
percent of cases. it’s rare to find a situation in which someone has just taken too big a bite of 
something.

generally, once the bolus is dislodged you will see a very raw, irritated and swollen 
esophagus. The inflammatory changes of the tissues that are a result of this episode make it 
difficult to arrive at a specific diagnosis.

For some reason, these episodes generally occur at 

night. At first glance, the cause can seem obvious: a 

piece of food has gotten stuck in the esophagus.  But 

in 9 out of 10 cases, it’s not taking too big a bite that’s 

the cause of what some physicians call steakhouse 

syndrome.

endoscopic views suggest that acid reflux 
is a strong component of this dysphagic 

problem—a benign stricture secondary 
to reflux esophagitis—Barrett’s esophagus, 

chatzki’s ring (a 
submucosal, muscular hypertrophy that can run in 

DIAGNOSIS
Upon endoscopy 

within the distal esophagus, a 
subtle stricture was noted; however the 

endoscope was able to pass the stricture. 
Barrett’s-type mucosa was identified and biopsies 

were sent for further evaluation. 
Within the stomach, retroflection of the endoscope and 
view of the gastric cardia revealed a small hiatal hernia 

but no mass. The endoscope was redirected to the distal 
esophagus, where biopsies were taken to evaluate for 

Barrett’s esophagus. 
After biopsies were obtained, balloon dilation of the 

esophageal stricture was accomplished. going 
forward, continued acid suppression is 
recommended and office appointments 

scheduled to follow up on biopsy 
results is scheduled.

Robert S. Dean, MD
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Endoscopic mucosal resection (EMR), a procedure that has 
come into its own in the new century, is an important 
advance in the field of therapeutic endoscopy. It provides 
an alternative to surgery for treatment of early cancer 

in the upper and lower gastrointestinal tract. It also serves as a 
valuable diagnositc tool in staging GI cancers. EMR provides a larger 
specimen than standard biopsy and can indicate the presence of 
lymphovascular involvement. Due to the overall safety and efficacy 
of the procedure, EMR has become firmly integrated in the diagnosis 
and treatment of superficial GI malignancies.

Dr. Farshad Elmi, of Premier’s GI Division, received advanced 
training in this specialized endoscopic technique at Yale University, 
and is among the first physicians in our region to employ it.  

“The digestive tract has four layers: mucosa, submucosa, muscularis 
properia, and the serosa. The layer in the innermost part of the tract, 
which lines the cavity of the tract, is called the mucosa or superficial 
layer and a fat layer immediately outside of the mucosa is called the 
submucosa,” Elmi explains.  

“EMR is used predominantly to remove superficial cancers or 
lesions in the esophagus, stomach and colon. In general, if the lesion is 
limited to the mucosa or, in some cases, to the superficial submucosa, 
it is most likely to be removed completely by this technique,” Elmi 
says. 

“If, for example, the lesion goes into the muscle layer of the GI 
tract, you cannot take the part which has invaded the muscle. EMR is 
basically not helpful at all in such a case. So I always do an endoscopic 
ultrasound (EUS)—which can visualize the layers of the GI tract—
prior to EMR,” he says.

Lesions in the GI tract are, generally, protuberant, flat or depressed. 
EMR can be used for each of these. “EMR can be done using a suction 

technique or non-suction technique,” says Elmi.  
“The suction type EMR uses a special suction cap to 
lift the superficial layer, place a ligation band to hold 
the lesion and then place a snare device at the base 
of the lifted lesion to remove it with electrocautery. In 
the non-suction technique we inject some saline or 
other solution into the submucosa in order to lift up 
the superficial lesion and then use a snare device to 
perform a snare cautery.”

There are limits to the size of the lesions that 
can be removed by EMR. This technique can 
be used for the removal of lesions in various 
segments of the GI tract. “It is used for removal of 

superficial esophageal cancers or Barrett’s esophagus,” says Elmi. 
“In the stomach we use the technique to remove early gastric 
adenocarcinoma or other superficial tumors. EMR is also used to 
remove superficial colorectal adenocarcinoma and rectal carcinoid 
tumor.

EMR, when appropriately used, has favorable short- and long-
term outcomes compared to surgical resection. Major benefits 
associated with the procedure are elimination of a hospital stay (it is 
usually performed on an outpatient basis) and reduced mortality and 
morbidity. Patients typically recover much more quickly from EMR 
than they do from surgery and they can resume eating full meals 
shortly after the procedure. 

[ g i  t e c h n i q u e s ]

avoiding surgery with

Endoscopic  
Mucosal Resection

Along with providing favorable short- and long-term 

outcomes compared to surgical resection, this 

specialized procedure can eliminate the need of a 

hospital stay. patients typically recover more quickly 

and with less pain from EMr than those treated 

surgically and they can resume eating full meals 

shortly after the procedure.Farshad Elmi, MD, MSc

injecting saline to lift the lesion and using a snare cautery to remove it.
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what you need to know about

Clostridium difficile 
[ g i  i s s u e s ]

When antibiotics, starting with penicillin, were 
introduced in the late 1930s, they revolutionized 
20th-century medicine. The number of deaths from 
bacterial infection plummeted. Many scientists 

directly attribute the eight-year increase in life expectancy that occurred 
between 1944 and 1972 to the effects of antibiotics.

This history makes it all the more ironic that antibiotics are now 
implicated in one of the more serious worldwide public health 
problems of our time, Clostridium difficile infection (CDI).

Clostridium difficile (C. difficile) 
is an intestinal bacterium, usually 
contracted by being exposed to 
its spores. When a patient takes 
antibiotics, the normal balance of 
the intestinal bacteria population is 
disrupted and C. difficile can thrive 
and overgrow. As C. difficile crowds 
out the other, naturally occurring bowel 
bacteria, it releases a toxin into the 
intestines that can result in symptoms 
of infection that range from abdominal 
cramping and mild diarrhea to severe 
diarrhea and bowel damage, which in 
some instances is life-threatening.

Cause for concern
“The main concerns we have with this disease is that the incidence 

is on the rise and, more importantly, the incidence of recurrent C. 
difficile and resistance to the current medications is also increasing,” 
says Dr. Peter M. Varunok of Premier’s GI division. “And that has 
resulted in significantly increased severity of the disease, increased 
morbidity, increased and prolonged hospitalizations and deaths.”

Perhaps another irony of C. difficile infection is that it is commonly 

contracted in a health care setting, such as a hospital 
or long-term-care facility where the elderly and 
patients treated with antibiotics are most at risk. 
Recent evidence, however, shows an increased 
incidence of CDI in younger populations with no 
recent history of a hospital stay or antibiotic therapy.

The spores put out by C. difficile can contaminate 
surfaces in the vicinity of a patient with CDI and, 
potentially, persist for months. They are resistant to 
the alcohol gels commonly used for hand washing in 
hospitals (though soap and water will shed them) and 
to standard disinfectants other than bleach. Because 
C. difficile is most often transmitted from hand to 

mouth, eliminating it from the environment through careful cleaning 
processes and other containment methods has become a high priority 
in our area hospitals. Their efforts have resulted in a healthy drop in 
infection rates.

Dealing with resistance
Unfortunately, the rate of recurrence of infection after treatment 

for CDI appears to be rising rather than dropping, as new, resistant 
strains of the bacteria develop: as many as 30 percent of patients may 

experience a second event within 60-days of 
ending their first treatment.

“There are several treatment options to 
pursue in the case of recurrent C. difficile 
infection,” says Dr. Varunok. “One is to 
treat the patient with a more prolonged 
course of Vancomycin, with a pulse 
pattern toward the end of the therapy. 
There are other medications being studied 
as well and we’re currently doing a trial for 
recurrent C. difficile here at Premier. 

Also, new studies show that fecal 
transplant is markedly effective. Right 
now it’s still only being done on a clinical 
trial basis. There are no set protocols that 
have been approved, but I feel like it’s not 
going to be very long before it’s available 

to patients.”
There’s no particular “rule of thumb” about how to respond when 

you’re struck by diarrhea while taking antibiotics. “Its more a matter of 
common sense,” says Varunok. “A number of antibiotics are known to 
cause diarrhea on their own. But if the diarrhea persists after stopping 
the antibiotic, that’s when C. difficile becomes more likely and when 
patient’s should see a physician.” 

The main concerns we have with this disease is that 

the incidence is on the rise and, more importantly, 

the incidence of recurrent C. difficile and resistance 

to the current medications is also increasing. And 

that has resulted in significantly increased severity 

of the disease, increased morbidity, increased and 

prolonged hospitalizations and deaths.Peter M. Varunok, MD, FACG
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• Continually improves BPH† symptoms, 
including the irritative symptoms of 
nocturia, frequency, and urgency1-4‡

BPH SYMPTOM RELIEF THAT 

WORKS NIGHTS 
SO HE CAN WORK DAYS
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Data from patients who received RAPAFLO® for 12 weeks in a double-blind, 
placebo-controlled trial and for an additional 40 weeks in an uncontrolled, 
open-label extension study.

* International Prostate Symptom Score.
† Benign prostatic hyperplasia.
‡ Measured by reductions in the irritative subscore of the IPSS.

IMPORTANT SAFETY INFORMATION

RAPAFLO® is contraindicated in patients with severe renal impairment (CCr <30 mL/min), severe hepatic impairment (Child-
Pugh score ≥10), with use of strong CYP3A4 inhibitors, and in patients with a history of hypersensitivity to silodosin or any of 
the ingredients of RAPAFLO®.

Postural hypotension with or without symptoms (eg, dizziness) may develop when beginning treatment with RAPAFLO®. As 
with all alpha-blockers, there is a potential for syncope. Patients should be warned of the possible occurrences of such events 
and should avoid situations where injury could result. RAPAFLO® should be used with caution in patients with moderate 
renal impairment. Patients should be assessed to rule out the presence of prostate cancer prior to starting treatment with 
RAPAFLO®. Patients planning cataract surgery should inform their ophthalmologist that they are taking RAPAFLO®.

The most common side effects are retrograde ejaculation, dizziness, diarrhea, orthostatic hypotension, headache, 
nasopharyngitis, and nasal congestion.

Please see brief summary of full Prescribing Information on the adjacent page.

DECREASES IN IPSS* OVER 1 YEAR1,2

WWW.RAPAFLO.COM
Models are for illustrative purposes only.
© 2013, Watson Pharma, Inc., Parsippany, NJ 07054. All rights reserved. 09427 5/13

References: 1. Marks LS, Gittelman MC, Hill LA, Volinn W, Hoel G. Silodosin in the treatment of the signs and 
symptoms of benign prostatic hyperplasia: a 9-month, open-label extension study. Urology. 2009;74(6):1318-1323. 
2. Data on fi le, Watson Laboratories, Inc. 3. RAPAFLO® (silodosin) Capsules full Prescribing Information, Watson 
Pharma, Inc. January 2013. 4. American Urological Association. AUA guideline on management of benign prostatic 
hyperplasia, Revised 2010.



BRIEF SUMMARY
For full Prescribing Information, see package insert.
INDICATIONS AND USAGE
RAPAFLO, a selective alpha-1 adrenergic receptor antagonist, is indicated for the treatment of the signs and symptoms 
of benign prostatic hyperplasia (BPH). RAPAFLO is not indicated for the treatment of hypertension.
CONTRAINDICATIONS
• Severe renal impairment (CCr < 30 mL/min)
• Severe hepatic impairment (Child-Pugh score ≥ 10)
• Concomitant administration with strong Cytochrome P450 3A4 (CYP3A4) inhibitors (e.g., ketoconazole, clarithro-

mycin, itraconazole, ritonavir) [see Drug Interactions]
• Patients with a history of hypersensitivity to silodosin or any of the ingredients of RAPAFLO [see Adverse Reactions 

and Description]
WARNINGS AND PRECAUTIONS
Orthostatic Effects
Postural hypotension, with or without symptoms (e.g., dizziness) may develop when beginning RAPAFLO treatment. As  
with other alpha-blockers, there is potential for syncope. Patients should be cautioned about driving, operating machin-
ery, or performing hazardous tasks when initiating therapy [see Adverse Reactions and Use in Specific Populations].
Renal Impairment
In a clinical pharmacology study, plasma concentrations (AUC and Cmax) of silodosin were approximately three times 
higher in subjects with moderate renal impairment compared with subjects with normal renal function, while half-lives 
of silodosin doubled in duration. The dose of RAPAFLO should be reduced to 4 mg in patients with moderate renal 
impairment. Exercise caution and monitor such patients for adverse events [see Use in Specific Populations].
RAPAFLO is contraindicated in patients with severe renal impairment [see Contraindications].
Hepatic Impairment
RAPAFLO has not been tested in patients with severe hepatic impairment, and therefore, should not be prescribed to 
such patients [see Contraindications and Use in Specific Populations].
Pharmacokinetic Drug-Drug Interactions
In a drug interaction study, co-administration of a single 8 mg dose of RAPAFLO with 400 mg ketoconazole, a strong 
CYP3A4 inhibitor, caused a 3.8-fold increase in maximum plasma silodosin concentrations and 3.2-fold increase in 
silodosin exposure (i.e., AUC). Concomitant use of ketoconazole or other strong CYP3A4 inhibitors (e.g., itraconazole, 
clarithromycin, ritonavir) is therefore contraindicated [see Drug Interactions].
Pharmacodynamic Drug-Drug Interactions
The pharmacodynamic interactions between silodosin and other alpha-blockers have not been determined. However, 
interactions may be expected, and RAPAFLO should not be used in combination with other alpha-blockers [see Drug 
Interactions].
A specific pharmacodynamic interaction study between silodosin and antihypertensive agents has not been performed. 
However, patients in the Phase 3 clinical studies taking concomitant antihypertensive medications with RAPAFLO did 
not experience a significant increase in the incidence of syncope, dizziness, or orthostasis. Nevertheless, exercise 
caution during concomitant use with antihypertensives and monitor patients for possible adverse events [see Adverse 
Reactions and Drug Interactions].
Caution is also advised when alpha-adrenergic blocking agents including RAPAFLO are co-administered with PDE5  
inhibitors. Alpha-adrenergic blockers and PDE5 inhibitors are both vasodilators that can lower blood pressure. Con-
comitant use of these two drug classes can potentially cause symptomatic hypotension [see Drug Interactions].
Carcinoma of the Prostate
Carcinoma of the prostate and BPH cause many of the same symptoms. These two diseases frequently co-exist. There-
fore, patients thought to have BPH should be examined prior to starting therapy with RAPAFLO to rule out the presence 
of carcinoma of the prostate.
Intraoperative Floppy Iris Syndrome
Intraoperative Floppy Iris Syndrome has been observed during cataract surgery in some patients on alpha-1 blockers 
or previously treated with alpha-1 blockers. This variant of small pupil syndrome is characterized by the combination 
of a flaccid iris that billows in response to intraoperative irrigation currents; progressive intraoperative miosis despite 
preoperative dilation with standard mydriatic drugs; and potential prolapse of the iris toward the phacoemulsifica-
tion incisions. Patients planning cataract surgery should be told to inform their ophthalmologist that they are taking 
RAPAFLO [see Adverse Reactions].
Laboratory Test Interactions
No laboratory test interactions were observed during clinical evaluations. Treatment with RAPAFLO for up to 52 weeks 
had no significant effect on prostate-specific antigen (PSA).
ADVERSE REACTIONS
Clinical Trials Experience
Because clinical trials are conducted under widely varying conditions, adverse reaction rates observed in the clinical 
trials of a drug cannot be directly compared to rates in the clinical trials of another drug and may not reflect the rates 
observed in clinical practice.
In U.S. clinical trials, 897 patients with BPH were exposed to 8 mg RAPAFLO daily. This includes 486 patients exposed 
for 6 months and 168 patients exposed for 1 year. The population was 44 to 87 years of age, and predominantly Cauca-
sian. Of these patients, 42.8% were 65 years of age or older and 10.7% were 75 years of age or older.
In double-blind, placebo controlled, 12-week clinical trials, 466 patients were administered RAPAFLO and 457 patients 
were administered placebo. At least one treatment-emergent adverse reaction was reported by 55.2% of RAPAFLO 
treated patients (36.8% for placebo treated). The majority (72.1%) of adverse reactions for the RAPAFLO treated patients 
(59.8% for placebo treated) were qualified by the investigator as mild. A total of 6.4% of RAPAFLO treated patients 
(2.2% for placebo treated) discontinued therapy due to an adverse reaction (treatment-emergent), the most common 
reaction being retrograde ejaculation (2.8%) for RAPAFLO treated patients. Retrograde ejaculation is reversible upon 
discontinuation of treatment.
Adverse Reactions observed in at least 2% of patients:
The incidence of treatment-emergent adverse reactions listed in the following table were derived from two 12-week, mul-
ticenter, double-blind, placebo-controlled clinical studies of RAPAFLO 8 mg daily in BPH patients. Adverse reactions that 
occurred in at least 2% of patients treated with RAPAFLO and more frequently than with placebo are shown in Table 1.
Table 1 Adverse Reactions Occurring in ≥ 2% of Patients in 12-week, Placebo-Controlled Clinical Trials

In the two 12-week, placebo-controlled clinical trials, the following adverse events were reported by between 1% and 
2% of patients receiving RAPAFLO and occurred more frequently than with placebo: insomnia, PSA increased, sinusitis, 
abdominal pain, asthenia, and rhinorrhea. One case of syncope in a patient taking prazosin concomitantly and one case 
of priapism were reported in the RAPAFLO treatment group.
In a 9-month open-label safety study of RAPAFLO, one case of Intraoperative Floppy Iris Syndrome (IFIS) was reported.
Postmarketing Experience
The following adverse reactions have been identified during post approval use of silodosin. Because these reactions are 
reported voluntarily from a population of uncertain size, it is not always possible to reliably estimate their frequency or 
establish a causal relationship to drug exposure:

Skin and subcutaneous tissue disorders: toxic skin eruption, purpura, skin rash, pruritus and urticaria
Hepatobiliary disorders: jaundice, impaired hepatic function associated with increased transaminase values
Immune system disorders: allergic-type reactions, not limited to skin reactions including swollen tongue and pharyn-
geal edema resulting in serious outcomes
DRUG INTERACTIONS
Moderate and Strong CYP3A4 Inhibitors
In a clinical metabolic inhibition study, a 3.8-fold increase in silodosin maximum plasma concentrations and 3.2-fold 
increase in silodosin exposure were observed with concurrent administration of a strong CYP3A4 inhibitor, 400 mg 
ketoconazole. Use of strong CYP3A4 inhibitors such as itraconazole or ritonavir may cause plasma concentrations of 
silodosin to increase. Concomitant administration of strong CYP3A4 inhibitors and RAPAFLO is contraindicated [see 
Contraindications and Warnings and Precautions].
The effect of moderate CYP3A4 inhibitors on the pharmacokinetics of silodosin has not been evaluated. Concomitant 
administration with moderate CYP3A4 inhibitors (e.g., diltiazem, erythromycin, verapamil) may increase concentration 
of RAPAFLO. Exercise caution and monitor patients for adverse events when co-administering RAPAFLO with moderate 
CYP3A4 inhibitors.
Strong P-glycoprotein (P-gp) Inhibitors
In vitro studies indicated that silodosin is a P-gp substrate. Ketoconazole, a CYP3A4 inhibitor that also inhibits P-gp, 
caused significant increase in exposure to silodosin. Inhibition of P-gp may lead to increased silodosin concentration. 
RAPAFLO is therefore not recommended in patients taking strong P-gp inhibitors such as cyclosporine.
Alpha-Blockers
The pharmacodynamic interactions between silodosin and other alpha-blockers have not been determined. However,  
interactions may be expected, and RAPAFLO should not be used in combination with other alpha-blockers [see Warnings  
and Precautions].
Digoxin
The effect of co-administration of RAPAFLO and digoxin 0.25 mg/day for 7 days was evaluated in a clinical trial in 16 
healthy males, aged 18 to 45 years. Concomitant administration of RAPAFLO and digoxin did not significantly alter the 
steady state pharmacokinetics of digoxin. No dose adjustment is required.
PDE5 Inhibitors
Co-administration of RAPAFLO with a single dose of 100 mg sildenafil or 20 mg tadalafil was evaluated in a placebo-
controlled clinical study that included 24 healthy male subjects, 45 to 78 years of age. Orthostatic vital signs were 
monitored in the 12-hour period following concomitant dosing. During this period, the total number of positive ortho- 
static test results was greater in the group receiving RAPAFLO plus a PDE5 inhibitor compared with RAPAFLO alone. 
No events of symptomatic orthostasis or dizziness were reported in subjects receiving RAPAFLO with a PDE5 inhibitor.
Other Concomitant Drug Therapy
Antihypertensives
The pharmacodynamic interactions between silodosin and antihypertensives have not been rigorously investigated in a  
clinical study. However, approximately one-third of the patients in clinical studies used concomitant antihypertensive 
medications with RAPAFLO. The incidence of dizziness and orthostatic hypotension in these patients was higher than in  
the general silodosin population (4.6% versus 3.8% and 3.4% versus 3.2%, respectively). Exercise caution during con- 
comitant use with antihypertensives and monitor patients for possible adverse events [see Warnings and Precautions].
Metabolic Interactions
In vitro data indicate that silodosin does not have the potential to inhibit or induce cytochrome P450 enzyme systems. 
Food Interactions
The effect of a moderate fat, moderate calorie meal on silodosin pharmacokinetics was variable and decreased silodosin 
maximum plasma concentration (Cmax) by approximately 18 - 43% and exposure (AUC) by 4 - 49% across three different  
studies. Safety and efficacy clinical trials for RAPAFLO were always conducted in the presence of food intake. Patients 
should be instructed to take silodosin with a meal to reduce risk of adverse events.
USE IN SPECIFIC POPULATIONS
Pregnancy
Pregnancy Category B. RAPAFLO is not indicated for use in women.
An embryo/fetal study in rabbits showed decreased maternal body weight at 200 mg/kg/day (approximately 13-25 times 
the maximum recommended human exposure or MRHE of silodosin via AUC). No statistically significant teratogenicity 
was observed at this dose.
Silodosin was not teratogenic when administered to pregnant rats during organogenesis at 1000 mg/kg/day (estimated 
to be approximately 20 times the MRHE). No maternal or fetal effects were observed at this dose. Rats and rabbits do 
not produce glucuronidated silodosin, which is present in human serum at approximately 4 times the level of circulating 
silodosin and which has similar pharmacological activity to silodosin.
No effects on physical or behavioral development of offspring were observed when rats were treated during pregnancy 
and lactation at up to 300 mg/kg/day.
Pediatric Use
RAPAFLO is not indicated for use in pediatric patients. Safety and effectiveness in pediatric patients have not been 
established.
Geriatric Use
In double-blind, placebo-controlled, 12-week clinical studies of RAPAFLO, 259 (55.6%) were under 65 years of age, 
207 (44.4%) patients were 65 years of age and over, while 60 (12.9%) patients were 75 years of age and over. Orthostatic  
hypotension was reported in 2.3% of RAPAFLO patients < 65 years of age (1.2% for placebo), 2.9% of RAPAFLO 
patients ≥ 65 years of age (1.9% for placebo), and 5.0% of patients ≥ 75 years of age (0% for placebo). There were 
otherwise no significant differences in safety or effectiveness between older and younger patients.
Renal Impairment
The effect of renal impairment on silodosin pharmacokinetics was evaluated in a single dose study of six male patients 
with moderate renal impairment and seven male subjects with normal renal function. Plasma concentrations of silo-
dosin were approximately three times higher in subjects with moderate renal impairment compared with subjects with 
normal renal function.
RAPAFLO should be reduced to 4 mg per day in patients with moderate renal impairment. Exercise caution and monitor 
patients for adverse events.
RAPAFLO has not been studied in patients with severe renal impairment. RAPAFLO is contraindicated in patients with 
severe renal impairment [see Contraindications and Warnings and Precautions].
Hepatic Impairment
In a study comparing nine male patients with moderate hepatic impairment (Child-Pugh scores 7 to 9), to nine healthy 
male subjects, the single dose pharmacokinetics of silodosin were not significantly altered in patients with hepatic 
impairment. No dosing adjustment is required in patients with mild or moderate hepatic impairment.
RAPAFLO has not been studied in patients with severe hepatic impairment. RAPAFLO is contraindicated in patients with 
severe hepatic impairment [see Contraindications and Warnings and Precautions].
OVERDOSAGE
RAPAFLO was evaluated at doses of up to 48 mg/day in healthy male subjects. The dose-limiting adverse event was 
postural hypotension.
Should overdose of RAPAFLO lead to hypotension, support of the cardiovascular system is of first importance. Res-
toration of blood pressure and normalization of heart rate may be accomplished by maintaining the patient in the 
supine position. If this measure is inadequate, administration of intravenous fluid should be considered. If necessary,  
vasopressors could be used, and renal function should be monitored and supported as needed. Dialysis is unlikely to 
be of significant benefit since silodosin is highly (97%) protein bound.

Adverse Reactions
RAPAFLO
N = 466
n (%)

Placebo
N = 457
n (%)

Retrograde Ejaculation 131 (28.1) 4 (0.9)
Dizziness 15 (3.2) 5 (1.1)
Diarrhea 12 (2.6) 6 (1.3)
Orthostatic Hypotension 12 (2.6) 7 (1.5)
Headache 11 (2.4) 4 (0.9)
Nasopharyngitis 11 (2.4) 10 (2.2)
Nasal Congestion 10 (2.1) 1 (0.2)

Manufactured by: Watson Laboratories, Inc., Corona, CA 92880 USA 
Distributed by: Watson Pharma, Inc., Parsippany, NJ 07054 USA
Under license from: Kissei Pharmaceutical Co., Ltd., Nagano, Japan
For all medical inquiries contact: WATSON Medical Communications, Parsippany, NJ 07054 
800-272-5525
For additional information see: 
www.rapaflo.com
or call 1-866-RAPAFLO (727-2356)
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[ t h e  p r e m i e r  t e a m ]

Our allied professionals, the nurse practitioners and 
physician assistants, provide a valuable service to patients 
and physicians alike,” says Dr. Evan Goldfischer, co-
director of Premier Medical Group. “They benefit the 

practice in many ways. In the Urology Division, for example, we 
are often consulting on 20 or more hospital patients, and the allied 
professionals are invaluable in that setting. They assist us with morning 
rounds; they help us confirm the patient is really ready to go home, 
thoroughly reviewing discharge instructions, such as catheter usage, so 
that they’re fully understood and will be properly followed. If patients 
have issues preoperatively, they’re able to see an NP and have them 
reviewed and dealt with to their satisfaction,” says Goldfischer.

Kimberly Nieves, NP, is assigned full-time to the hospitals to care 
for the GI Division’s in-patients. “Because we have numerous doctors 
in our practice, there’s a weekly schedule for rounding. Some of our 
patients with chronic diagnoses are in and out of the hospital multiple 
times. My face becomes the constant for them,” Nieves says. “They 
come to know me and expect that I’ll be there when they come to the 
hospital, even if they haven’t met all of our doctors, and most of the 
time they take comfort in that. I will fill in whoever is rounding at that 
time, if they’re not familiar with the patient, on any fine details that 
have occurred.”

“Kimberly helps the doctors when seeing a new consult, gathering 
all the data together, and bringing them up-to-speed on the patient’s 
current condition,” says Dr. Sunil Khurana, co-director of Premier. 
“With this arrangement, the physicians are able to spend more time 
in really handling what they should handle: being provided all the 
pertinent data allows the doctor to focus on diagnosis and treatment.”

Allied professionals provide an added degree of flexibility in the 
 office setting. Premier physicians are generally scheduled well in 
   advance. “But there are a number of patients that need or 

want to be seen instantly,” says Dr. Goldfischer. “If a patient wakes 
up in the morning and sees blood in their urine, or thinks they have 
a kidney stone, the flexibility of the allied profesesionals makes it 
possible for patients to be seen on the same day, sometimes in the 
same hour.”

“We’re well trained in all aspects of clinical urology,” says Kevin 
Torrens, RPA-C in the Urology Division. “When new patients 
start with us, we can assees them, make sure the right tests and 
imaging are ordered, and then channel them to the physician with 
the most expertise in their condition.” Torrens’ schedule makes it 
possible for patients who are out of town during the week, like truck 
drivers or those who work in the city,  to regularly arrange Saturday 
appointments.

The GI Division’s physician assistant, Than-Ho Nguyen, PA, is 
based in the New Windsor office, under the direction of Dr. Arif M. 
Muslim. “Than-Ho is the classic physician-extender, and he’s been 
very well-trained,” says Dr. Khurana. “Not only does he free-up 
Dr. Muslim for complex cases, he’s able to provide our Hepatitis 
C patients with the extensive TLC that their treatment often 
demands.”

“If an emergency comes up during office hours and the doctor 
is not available, I’ll step in,” says Nguyen. “I’ll screen the patient 
and, if it sounds like he or she needs care right away, I’ll make 
room in my schedule or advise them to go to the ER if that’s more 
appropriate.”

pictured, left to right: Thanh ho nguyen, rpA-C; Marylu Williams, Fnp; Kimberly nieves, Fnp-BC; Frances H. Traver, rn, Anp-C; and Kevin J. Torrens, pA-C.  
not present: David M. Boss, rpA-C.

The Allied Professionals
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rETUrn sErViCE rEQUEsTED

good healthcare requires teamwork. We’re proud 
of the dedicated team that makes up premier 
Medical group. Their loyalty contributes to the 
comfort and security of our patients.  Faces of premier

Our Laboratory  
Technologists

Last year the lab technologists of 

premier Medical group’s pathology 

lab processed more than 13,000 

specimens. samples and tissue 

from every organ must be handled 

according to specific protocols that 

define how they should be prepared 

and preserved. Because our team 

deals only with gi and urology 

specimens, they’ve finely-honed their 

knowledge, skills and speed. This is 

especially important in the case of gi 

specimens, which tend to deteriorate 

rapidly as a result of the activity of 

enzymes present in the gi tract.

getting perfectly prepared 

specimens into the hands of our 

specialized pathologists means 

getting accurate results on your tests 

into the hands of your physicians 

as quickly as possible. Our lab 

technologists are key to making that 

happen.

pictured, from left to right:  Lynn Martin, Aimee parker, peter Madri and Elyse strauchler. not present: Mary Kundert




