
by Melissa Yuan-Innes

In my fIrst month of 
medical school, the family 
doctor I was doing an elective 
with got a call to deliver a baby. 
On the elevator ride up, Dr. 
McKean said, “This woman’s a 
primip, so we’ll probably have 
lots of time before she delivers. 
We can grab a bite to eat.”

I hadn’t even realized that 
we were allowed to eat.

In the delivery room, the 
woman was laying on her back 
with her feet in stirrups, her 
husband standing at her side. 
Dr. McKean whipped on a pair 
of gloves and examined the 
patient. 

“You know what that is?” 
she said.

“A head.”
“No, supper. This baby’s 

coming out sooner than we 
thought.”

“Great!”
“You need a pair of gloves. 

What size are you?” Dr. McKean 
said, ushering me into a sterile 
gown.

Extreme anatomy
The patient was semi-sitting 
with her legs spread wide open. 
It was somewhat shocking to 
see her vulva all stretched out, 
with Dr. McKean spraying 
brown iodine over the area and 
saying matter-of-factly, “Yes, 
you have hemorrhoids.”

The door opened and a girl 
walked in. “Hello, my name 
is Oksana. I’m a third-year 
clinical clerk here to help Dr. 
McKean.”

“Dr. McKean already has a 
first-year clinical clerk here to 
assist her,” the attending nurse 
replied icily. 

I winced. The third-year 
med student outranked me and 
there was no such thing as a 
first-year clinical clerk. Clerk-
ship starts in your third year, 
when you rotate through the 
hospitals. I was a first-year no-
name. But after some discus-
sion, the clerk left.

Seemingly in unison, Dr. 
McKean and the nurse yelled, 
“Push! On the count of 10! 
Pushpushpushpushpush. Push 
harder, now, Philomena. You 
can do it.” The husband teased 
that she should deliver in time 
for Melrose Place.

Dr. McKean kept saying, 

“You can scream, you know. You 
can swear. Don’t hold back.”

“Push. Push now,” repeated 
her husband, finally asking: 
“Are you pushing?”

“I’m pushingggggg!” the 
woman screamed, her voice ris-
ing into incoherence.

The baby’s head was hung 

up on her pelvic bone and 
couldn’t seem to get out. The 
mother turned bright red and 
bore down, a tiny squeal escap-
ing her. She pushed out the 
baby’s head.

The head was facing down-
ward, so it was looking at 
the garbage can between its 

mother’s legs, full of fluid and 
blood. This reminded me of 
a line from Sigmund Freud 
that had disgusted me when 
I first read it: “Inter urinas et 
faeces nascimur” (We are born 
between urine and feces). 

I danced out of the way of 
some more fluid, a brown spray.

The baby’s head was purp-
lish mauve with a little squash 
of a face and, at the same time, 
so miraculous, I cried and 
hardly felt the tears coursing 
down my face. The mom was 
weeping, too. The dad looked 
like he wanted to.

Within seconds, the arms 
dangled, purplish too, and the 
little face puckered up. The 
baby’s torso and legs slipped out.  

Dr. McKean brought the 
baby right up on the mom’s 
chest, in a smooth movement. 
“It’s a boy.”

“YES!” yelled the husband, 
dropping to his knees and 
pumping his fist at the sky.

The baby weighed  

My first delivery: the good,  
the fist-pumping dad and the ugly
Childbirth is hardly glamorous, but it is an exhilarating spectacle to behold
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Prescribing Summary

Patient Selection Criteria

Safety Information

THERAPEUTIC CLASSIFICATION:
Olmetec® –  Angiotensin II AT1 Receptor Blocker (ARB). Olmetec PLUS® –
ARB and diuretic.

INDICATIONS AND CLINICAL USE
Olmetec® is indicated for the treatment of mild to moderate essential
hypertension. Olmetec® may be used alone or in combination with a
thiazide diuretic. Olmetec PLUS® is indicated for the treatment of mild
to moderate essential hypertension in patients for whom combination
therapy is appropriate. Olmetec PLUS® is not indicated for initial
therapy.  

Geriatrics (≥65 years of age): No overall differences in effectiveness
or safety were observed between elderly patients and younger patients,
however greater sensitivity cannot be ruled out. 

Pediatrics <18 years of age): The safety and effectiveness in pediatric
patients has not been established.

CONTRAINDICATIONS
Olmetec® and Olmetec PLUS® are contraindicated in patients
hypersensitive to these drugs, any ingredients in the formulations, or
any component products of the containers. Because of its hydro -
chlorothiazide (HCTZ) component, Olmetec PLUS® is contraindicated in
patients with anuria, and in patients who are hypersensitive to other
sulfonamide-derived drugs.

WARNINGS AND PRECAUTIONS

Cardiovascular: 

Hypotension in Volume- or Salt-Depleted Patients: In patients with
an activated renin-angiotensin system, such as volume- or salt-
depleted patients (i.e., those being treated with high dose diuretics),
symptomatic hypotension may occur after initiation of treatment with
Olmetec® or Olmetec PLUS®. Treatment should start under close
medical supervision. Similar considerations apply to patients with
ischemic heart or cerebrovascular disease, in whom an excessive fall in
blood pressure could result in myocardial infarction or cerebrovascular
accident.  If hypotension does occur, the patient should be placed in the
supine position and, if necessary, given an intravenous infusion of
normal saline. A transient hypotensive response is not a
contraindication to further treatment, which usually can be continued
without difficulty once the blood pressure has stabilized and when fluid
and electrolyte imbalances have been corrected.

Hepatic/Biliary/Pancreatic: No adjustment of dosage is required for
patients with mild hepatic impairment. Data is lacking with respect to
the use of 20 mg and 40 mg of olmesartan medoxomil; therefore, a
lower starting dose is recommended in patients with moderate liver

Serious Warnings and Precautions: When used in pregnancy,
ARBs can cause injury or even death of the developing fetus.
When pregnancy is detected, Olmetec® and Olmetec PLUS®

should be discontinued as soon as possible.

disease and the maximum dose of 20 mg Olmetec® or 20/12.5 mg
Olmetec PLUS® daily should not be exceeded. Care should be exercised
in patients with liver disease, especially in those patients with biliary
obstructive disorders, as the majority of olmesartan is eliminated in the
bile. No information is available in patients with severe liver disease;
therefore, use of Olmetec® or Olmetec PLUS® in this group of patients
is not recommended. Thiazides should be used with caution in patients
with impaired hepatic function or progressive liver disease, since minor
alterations of fluid or electrolyte balance can precipitate hepatic coma.

Renal:
Impaired Renal Function: Use of Olmetec® or Olmetec PLUS® should
include appropriate assessment of renal function. The use of Olmetec®

and Olmetec PLUS® in patients with severe renal impairment is not
recommended since there is limited experience in this patient group.
Endocrine and Metabolism:
With Olmetec PLUS®, periodic determinations of serum electrolytes to
detect possible electrolyte imbalance should be performed at
appropriate intervals. 
SPECIAL POPULATIONS
Pregnant Women: Drugs that act directly on the renin-angiotensin-
aldosterone system (RAAS) can cause fetal and neonatal morbidity and
death when administered to pregnant women. 

The use of ARBs is not recommended during pregnancy. When preg -
nancy is detected, Olmetec® or Olmetec PLUS® should be discontinued
as soon as possible. Epidemiological evidence regarding the risk of
teratogenicity following exposure to angiotensin-converting enzyme
inhibitors (another class of therapeutic products interfering with the
RAAS) during the first trimester of pregnancy has not been conclusive;
however, a small increase in risk cannot be excluded. Given the current
evidence available on the risk with ARB, similar risks may exist for this
class of drugs. Patients planning pregnancy should be changed to
alternative anti-hypertensive treatments which have an established
safety profile for use in pregnancy. When pregnancy is diagnosed,
treatment with angiotensin II antagonists should be stopped
immediately, and, if appropriate, alternative therapy should be started. 

The use of ARBs during the second and third trimesters is known to
induce human fetotoxicity (decreased renal function, oligohydramnios,
skull ossification retardation) and neonatal toxicity (renal failure,
hypotension, hyperkalemia). 

Infants with a history of in utero exposure to ARBs should be closely
observed for hypotension, oliguria, and hyperkalemia. If oliguria occurs,
attention should be directed toward support of blood pressure and renal
perfusion. Exchange transfusion or dialysis may be required as a means
of reversing hypotension and/or substituting for impaired renal function;
however, limited experience with those procedures has not been
associated with significant clinical benefit.

It is not known if olmesartan can be removed from the body by
hemodialysis. 

Thiazides cross the placental barrier and appear in cord blood. The
routine use of diuretics in otherwise healthy pregnant women is not
recommended and exposes mother and fetus to unnecessary hazard
including fetal or neonatal jaundice, thrombocytopenia and possibly
other adverse reactions that have occurred in adults. 

Nursing Women: It is not known whether olmesartan is excreted in
human milk, but olmesartan is secreted at low concentration in the milk
of lactating rats. Because many drugs, including thiazides, are
excreted/appear in human milk and because of their potential for
affecting the nursing infant adversely, a decision should be made
whether to discontinue nursing or discontinue the drug, taking into
account the importance of the drug to the mother.

ADVERSE REACTIONS
Adverse Drug Reaction Overview
Olmetec® (olmesartan medoxomil) has been evaluated for safety in
3825 patients/subjects treated for essential hypertension, including
900 patients treated for at least 6 months and more than 525 for at
least 1 year. Of these, 3275 patients were treated with olmesartan
medoxomil monotherapy in controlled clinical trials. 

®

®

olmesartan medoxomil
20 mg, 40 mg tablets

olmesartan medoxomil - hydrochlorothiazide
20/12.5 mg, 40/12.5 mg, 40/25 mg tablets
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4.16 kilograms, or 9 pounds 
and 3 ounces. A big baby.

� e doctor beckoned me in 
to clamp the cord. I brought it 
in place, but before I shut it, she 
said, “Make sure it’s not around 
anything important, like a 
penis.” It wasn’t.

“Now, cut the cord, Dad,” 
she ordered, and he did.

Ugly babies
A� er we checked and cleaned 
the baby and swaddled him in 
a warm blanket and a white 
cap with a blue pom-pom, the 
father held him and crooned, 
“You’re so ugly. . . . You’re so 
ugly.”

He was ugly—and a� er 
doing my obstetrics rotation, 
I discovered that all newborns 
look like that—but I was 
astonished to hear the father 
say so. My friend Ranita later 
explained that in some cultures, 
you say the baby is ugly to ward 
o�  evil spirits. � e new dad 
then whipped out his cellphone 
and started calling people.

“Whoa,” I thought to myself. 
I’d imagined the two of them 
would just hold the baby 
quietly for a while.

When the mother requested 
that they lower the bed railing 
so she could see the baby, I 
noticed her legs were shaking 
violently. 

“It’s normal,” Dr. McKean 
reassured her. “A� er all the 
work you’ve done!”

“� ank you,” said the 
mother. “� ank you, all of you.” 
She hugged me.

Dr. McKean was suturing 
the perineum. She made a face. 
“I should have done an episiot-
omy. � is is a stellate tear.” She 
glanced at me. “Here, you do 
a stitch—oh, wait. You’re not 
sterile. Hugging the patient!”

I nodded. I didn’t mind not 
doing the suturing. I still had 
tears in my eyes.

 A� erward, Dr. McKean 
wrote me down as the assistant 
for the case. “So they can sue 
you, too.”

 � at night, I biked home, 
� lled with new energy—this 
was why I’d gone into medi-
cine. However, my thoughts 
couldn’t help straying back to 
a conversation I’d had earlier 
with the nurse about epidurals. 
“We don’t want any women 
without it,” she’d said, rolling 
her eyes. “� ere was one ‘nat-
ural’ childbirth today, and you 
could hear her screaming down 
the hall.”

� at chilled me. I’d planned 
to have a natural childbirth 
when my time came.

Melissa Yuan-Innes is an emer-
gency physician in Cornwall 
and Alexandria, Ont.

The baby’s head was purplish mauve with 
a little squash of a face and, at the same 
time, so miraculous, I cried and hardly 
felt the tears coursing down my face. 
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Administration

Study References

In controlled clinical trials, discontinuation of therapy due to clinical
adverse experiences occurred in 2.4% (79/3278) and 2.7% (i.e.,
32/1179) of patients treated with Olmetec® and placebo or active
control, respectively. 
Treatment with Olmetec® was well tolerated, with an incidence of
adverse events similar to placebo. Events generally were mild, transient
and had no relationship to the dose of olmesartan medoxomil.  
Olmesartan medoxomil - hydrochlorothiazide
Olmesartan medoxomil - hydrochlorothiazide has been evaluated for
safety in 1243 patients treated for essential hypertension. Treatment
with olmesartan medoxomil - hydrochlorothiazide was well tolerated,
with an incidence of adverse events similar to placebo. Events generally
were mild, transient and had no relationship to the dose of olmesartan
medoxomil - hydrochlorothiazide. 
In the clinical trials, the overall frequency of adverse events was not
dose-related. Analysis of gender, age and race groups demonstrated no
differences between olmesartan medoxomil - hydrochlorothiazide and
placebo-treated patients. The rate of discontinuations due to adverse
events in all trials of hypertensive patients was 2.0% (25/1243) of
patients treated with olmesartan medoxomil - hydrochlorothiazide and
2.0% (7/342) of patients treated with placebo. The following potentially
serious adverse reactions have been reported with Olmetec®/Olmetec
PLUS® in controlled trials: syncope, hypotension.
DRUG INTERACTIONS
Drug-Drug Interactions
Agents Increasing Serum Potassium: Since Olmetec® decreases the
production of aldosterone, potassium-sparing diuretics or potassium
supplements should be given only for documented hypokalemia and
with frequent monitoring of serum potassium. Potassium-containing
salt substitutes should also be used with caution.
Lithium Salts: As with other drugs which eliminate sodium, lithium
clearance may be reduced in the presence of olmesartan. Therefore,
serum lithium levels should be monitored carefully if lithium salts are to
be administered with olmesartan medoxomil. Lithium generally should
not be given with diuretics. Diuretic agents reduce the renal clearance
of lithium and add a high risk of lithium toxicity.

To report an adverse effect, please call the Schering-Plough Canada
Medical Information Department at 1-800-463-5442.

DOSAGE AND ADMINISTRATION
Recommended Dose and Dosage Administration
Olmetec®: Dosage must be individualized. 
The usual recommended starting dose of Olmetec® is 20 mg once daily
when used as monotherapy in patients who are not volume-contracted.
For patients requiring further reduction in blood pressure after 2 weeks
of therapy, the dose of Olmetec® may be increased to 40 mg. Doses
above 40 mg do not appear to have greater effect. Twice-daily dosing
offers no advantage over the same total dose given once daily. If
patients miss a dose, they should wait until their next scheduled dose.
Patients should not double their dose. 
Olmetec® may be administered with or without food.
Elderly Patients: No adjustment of dosage is generally required in
elderly patients. If up-titration to the maximum dose of 40 mg daily is
required, blood pressure should be closely monitored.
Renal Impairment: Owing to the limited experience of higher dosages
in this patient group, the maximum dose in patients with mild to
moderate renal impairment is 20 mg once daily.
Concomitant Diuretic Therapy: If blood pressure is not controlled by
Olmetec® alone, a thiazide diuretic may be added.
Olmetec PLUS®: Olmetec PLUS® is not for initial therapy. Dosage must
be individualized. To minimize dose-dependent side effects, it is usually
appropriate to begin combination therapy only after a patient has failed
to achieve the desired effect with monotherapy. The dose of Olmetec
PLUS® should be determined by titration of the individual components.
Replacement Therapy: Once the patient has been stabilized on the
individual components as described below, Olmetec PLUS® may be

substituted if the doses on which the patient was stabilized are the
same as those in the fixed combination. 
Dose Titration by Clinical Effect: Olmetec PLUS® is available in
strengths of 20 mg/12.5 mg, 40 mg/12.5 mg and 40 mg/25 mg. A
patient whose blood pressure is inadequately controlled by olmesartan
medoxomil or HCTZ alone may be switched to once daily Olmetec PLUS®.
Dosage should be individualized. Depending on the blood pressure
response, the dose may be titrated at intervals of  2-4 weeks. 
The antihypertensive effect of Olmetec PLUS® is related to the dose of
both components over the range of 10 mg/12.5 mg to 40 mg/25 mg.
The dose of Olmetec PLUS® is one tablet once daily. More than one
tablet daily is not recommended. If patients miss a dose, they should
wait until their next scheduled dose. Patients should not double their dose.
Elderly patients: No adjustment of dosage is generally required in
elderly patients. If up-titration to the maximum dose of 40/25 mg daily
is required, blood pressure should be closely monitored.
Renal Impairment: Owing to the limited experience of higher dosages
in this patient group, the maximum dose in patients with mild to
moderate renal impairment is 20 mg/12.5 mg once daily.

1. Oparil S, Williams D, Chrysant SG et al. Comparative efficacy of
olmesartan, losartan, valsartan, and irbesartan in the control of essential
hypertension. J Clin Hypertens (Greenwich) 2001;3(4):283-91,318.
* 12-week randomized, multi-site, double-blind, parallel-group study designed to compare the efficacy of starting
doses of selected ARBs in 578 patients. The study consisted of a 4-week single-blind placebo run-in, followed by
an 8-week double-blind active treatment phase. Eligible patients were assessed by ABPM at week 4 (baseline)
and week 8. Recommended starting doses of each agent were used: Olmetec® 20 mg/day, Diovan† 80 mg/day,
Cozaar† 50 mg/day, Avapro† 150 mg/day. The primary efficacy variable was to assess the comparative efficacy of
Olmetec® measured by change in sitting cuff DBP from baseline to week 8. Secondary efficacy variables included:
change in sitting cuff DBP from baseline to week 2 and 4, change in sitting cuff SBP from baseline to week 2, 4
and 8, change in mean 24-hour ADBP and ASBP from baseline to week 8. Baseline SBP/DBP values (mmHg) were:
Olmetec® 157/104, Diovan† 155/104, Cozaar† 157/104, Avapro† 156/104.
† All other trademarks are property of their respective owners.

SUPPLEMENTAL PRODUCT INFORMATION
WARNINGS AND PRECAUTIONS
Cardiovascular: Valvular Stenosis:
There is concern on theoretical grounds that patients with aortic stenosis might be at a particular risk of
decreased coronary perfusion, because they do not develop as much afterload reduction.
Renal: Impaired Renal Function: As a consequence of inhibiting the RAAS, changes in renal function may be
anticipated in susceptible individuals. In patients whose renal function may depend on RAAS activity (e.g., patients
with severe congestive heart failure), treatment with angiotensin-converting enzyme inhibitors (ACEi) or ARBs has
been associated with oliguria, progressive azotemia and (rarely) with acute renal failure and/or death. Similar
effects may be anticipated in patients treated with Olmetec® or Olmetec PLUS®. 
In studies of ACE inhibitors in patients with unilateral or bilateral renal artery stenosis, increases in serum
creatinine or blood urea nitrogen (BUN) have been reported. There has been no long-term use of olmesartan
medoxomil in patients with unilateral or bilateral renal artery stenosis, but similar results may be expected. 
Thiazides should be used with caution in severe renal disease. In patients with renal disease, thiazides may
precipitate azotemia.  Cumulative effects of the drug may develop in patients with impaired renal function.
If progressive renal impairment becomes evident consider withholding or discontinuing diuretic therapy.
The use of olmesartan medoxomil in patients with severe renal impairment is not recommended, since there is
only limited experience in this patient group. In patients with more severe renal impairment, loop diuretics are
preferred to thiazides, so Olmetec PLUS® is not recommended.
For patients with possible depletion of intravascular volume (e.g., patients treated with diuretics, particularly those
with impaired renal function), Olmetec®/Olmetec PLUS® should be initiated under close medical supervision and
consideration should be given to use of a lower starting dose.
Endocrine and Metabolism:
With Olmetec PLUS®, all patients receiving thiazide therapy should be observed for clinical signs of fluid or
electrolyte imbalance: hyponatremia, hypochloremic alkalosis and hypokalemia. Serum and urine electrolyte
determinations are important when the patient is vomiting excessively or receiving parenteral fluids. Warning
signs or symptoms of fluid and electrolyte imbalance, irrespective of cause, include dryness of mouth, thirst,
weakness, lethargy, drowsiness, restlessness, confusion, seizures, muscle pains or cramps, muscular fatigue,
hypotension, oliguria, tachycardia and gastrointestinal disturbances such as nausea and vomiting. 
Hypokalemia may develop, especially with brisk diuresis, when severe cirrhosis is present, or after prolonged
therapy. 
Interference with adequate oral electrolyte intake will also contribute to hypokalemia. Hypokalemia may cause
cardiac arrhythmia and may also sensitize or exaggerate the response of the heart to the toxic effects of digitalis
(e.g., increased ventricular irritability). 
Although any chloride deficit during thiazide therapy is generally mild and usually does not require specific
treatment except under extraordinary circumstances (as in liver disease or renal disease), chloride replacement
may be required in the treatment of metabolic alkalosis. Dilutional hyponatremia may occur in edematous patients
in hot weather. Appropriate therapy is water restriction rather than administration of salt, except in rare instances,
when the hyponatremia is life threatening. In actual salt depletion, appropriate replacement is the therapy of
choice. 
Thiazides have been shown to increase the urinary excretion of magnesium; this may result in hypomagnesemia. 
Hyperuricemia may occur or acute gout may be precipitated in certain patients receiving thiazide therapy. 
Increases in cholesterol and triglyceride levels may be associated with thiazide diuretic therapy. 
Thiazides may decrease urinary calcium excretion. Thiazides may cause intermittent and slight elevation of serum
calcium in the absence of known disorders of calcium metabolism. Marked hypercalcemia may be evidence of
hidden hyperparathyroidism. Thiazides should be discontinued before carrying out tests for parathyroid function. 
Thiazides may decrease PBI levels without signs of thyroid disturbance.
Hyperglycemia may occur with thiazide diuretics. Insulin or oral hypoglycemic agents requirements in diabetic
patients may be altered and latent diabetes mellitus may become manifest during thiazide diuretic therapy. 
Sensitivity/Resistance:
Hypersensitivity reactions to HCTZ may occur in patients with or without a history of allergy or bronchial
asthma, but are more likely in patients with such a history. 
Thiazide diuretics have been reported to cause exacerbation or activation of systemic lupus erythematosus.
Pregnant Women, Animal Data: Olmetec® – No teratogenic effects were observed when olmesartan
medoxomil was administered to pregnant rats at oral doses up to 1000 mg/kg/day (240 times the maximum
recommended human dose [MRHD] of olmesartan medoxomil on a mg/m2 basis) or pregnant rabbits at oral
doses up to 1 mg/kg/day (half the MRHD on a mg/m2 basis; higher doses could not be evaluated for effects
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