
In addition to the adverse events in the table, the following events
occurred at a rate of ≥1% but were at least as frequent in the placebo
group: influenza-like symptoms, dyspepsia, myalgia, urinary tract infec-
tion, abdominal pain, headache, dizziness, pain, fatigue, coughing,
hypertension, chest pain, nausea, and peripheral edema. Discontinuation
of therapy because of adverse events was required in 2.8% of 1455
patients treated with Micardis® (telmisartan) tablets and 6.1% of 380
placebo patients in placebo-controlled clinical trials.
The incidence of adverse events was not dose-related and did not cor-
relate with gender, age, or race of patients. 
The incidence of cough occurring with telmisartan in 6 placebo-
controlled trials was identical to that noted for placebo-treated patients
(1.6%). 
In addition to those listed above, adverse events that occurred in more
than 0.3% of 3500 patients treated with MICARDIS monotherapy in con-
trolled or open trials are listed below. It cannot be determined whether
these events were causally related to MICARDIS tablets: 
Autonomic Nervous System: impotence, increased sweating, flushing;
Body as a Whole: allergy, fever, leg pain, malaise; Cardiovascular: pal-
pitation, dependent edema, angina pectoris, tachycardia, leg edema,
abnormal ECG; CNS: insomnia, somnolence, migraine, vertigo, pares-
thesia, involuntary muscle contractions, hypoaesthesia; Gastrointesti-
nal: flatulence, constipation, gastritis, vomiting, dry mouth, hemorrhoids,
gastroenteritis, enteritis, gastroesophageal reflux, toothache, non-spe-
cific gastrointestinal disorders; Metabolic: gout, hypercholesterolemia,
diabetes mellitus; Musculoskeletal: arthritis, arthralgia, leg cramps; Psy-
chiatric: anxiety, depression, nervousness; Resistance Mechanism:
infection, fungal infection, abscess, otitis media; Respiratory: asthma,
bronchitis, rhinitis, dyspnea, epistaxis; Skin: dermatitis, rash, eczema,
pruritus; Urinary: micturition frequency, cystitis; Vascular: cerebrovascu-
lar disorder; and Special Senses: abnormal vision, conjunctivitis, tinnitus,
earache. 
During initial clinical studies, a single case of angioedema was reported
(among a total of 3781 patients treated). 

Clinical Laboratory Findings
In placebo-controlled clinical trials, clinically relevant changes in stan-
dard laboratory test parameters were rarely associated with administra-
tion of MICARDIS tablets. 
Hemoglobin: A greater than 2 g/dL decrease in hemoglobin was
observed in 0.8% telmisartan patients compared with 0.3% placebo
patients. No patients discontinued therapy due to anemia. 
Creatinine: A 0.5 mg/dL rise or greater in creatinine was observed in
0.4% telmisartan patients compared with 0.3% placebo patients. One
telmisartan-treated patient discontinued therapy due to increases in cre-
atinine and blood urea nitrogen. 
Liver Enzymes: Occasional elevations of liver chemistries occurred in
patients treated with telmisartan; all marked elevations occurred at a
higher frequency with placebo. No telmisartan-treated patients discon-
tinued therapy due to abnormal hepatic function. 
Cardiovascular Risk Reduction
Because common adverse reactions were well characterized in studies
of telmisartan in hypertension, only adverse events leading to discontin-
uation and serious adverse events were recorded in subsequent studies
of telmisartan for cardiovascular risk reduction. In TRANSCEND (N=5926,
4 years and 8 months of follow-up), discontinuations for adverse events
were 8.4% on telmisartan and 7.6% on placebo. The only serious
adverse events at least 1% more common on telmisartan than placebo
were intermittent claudication (7% vs 6%) and skin ulcer (3% vs 2%). 
Postmarketing Experience

The following adverse reactions have been identified during post-
approval use of MICARDIS. Because these reactions are reported vol-
untarily from a population of uncertain size, it is not always possible to
estimate reliably their frequency or establish a causal relationship to drug
exposure. Decisions to include these reactions in labeling are typically
based on one or more of the following factors: (1) seriousness of the
reaction, (2) frequency of reporting, or (3) strength of causal connection
to MICARDIS. 
The most frequently spontaneously reported events include: headache,
dizziness, asthenia, coughing, nausea, fatigue, weakness, edema, face
edema, lower limb edema, angioneurotic edema, urticaria, hypersensi-
tivity, sweating increased, erythema, chest pain, atrial fibrillation, con-
gestive heart failure, myocardial infarction, blood pressure increased,
hypertension aggravated, hypotension (including postural hypotension),
hyperkalemia, syncope, dyspepsia, diarrhea, pain, urinary tract infection,
erectile dysfunction, back pain, abdominal pain, muscle cramps (includ-
ing leg cramps), myalgia, bradycardia, eosinophilia, thrombocytopenia,
uric acid increased, abnormal hepatic function/liver disorder, renal impair-
ment including acute renal failure, anemia, increased CPK, anaphylactic
reaction, and tendon pain (including tendonitis, tenosynovitis). 
Rare cases of rhabdomyolysis have been reported in patients receiving
angiotensin II receptor blockers, including MICARDIS.

DRUG INTERACTIONS
Digoxin: When MICARDIS was co-administered with digoxin, median
increases in digoxin peak plasma concentration (49%) and in trough con-
centration (20%) were observed. Therefore, monitor digoxin levels when

initiating, adjusting, and discontinuing telmisartan for the purpose of
keeping the digoxin level within the therapeutic range.
Lithium: Reversible increases in serum lithium concentrations and toxi-
city have been reported during concomitant administration of lithium with
angiotensin II receptor antagonists including MICARDIS. Therefore, mon-
itor serum lithium levels during concomitant use. 
Ramipril and Ramiprilat: Co-administration of telmisartan 80 mg once
daily and ramipril 10 mg once daily to healthy subjects increases steady-
state Cmax and AUC of ramipril 2.3- and 2.1-fold, respectively, and Cmax
and AUC of ramiprilat 2.4- and 1.5-fold, respectively. In contrast, Cmax
and AUC of telmisartan decrease by 31% and 16%, respectively. When
co-administering telmisartan and ramipril, the response may be greater
because of the possibly additive pharmacodynamic effects of the com-
bined drugs, and also because of the increased exposure to ramipril and
ramiprilat in the presence of telmisartan. Concomitant use of MICARDIS
and ramipril is not recommended.
Other Drugs: Co-administration of telmisartan did not result in a clini-
cally significant interaction with acetaminophen, amlodipine, glyburide,
simvastatin, hydrochlorothiazide, warfarin, or ibuprofen. Telmisartan is
not metabolized by the cytochrome P450 system and had no effects in
vitro on cytochrome P450 enzymes, except for some inhibition of
CYP2C19. Telmisartan is not expected to interact with drugs that inhibit
cytochrome P450 enzymes; it is also not expected to interact with drugs
metabolized by cytochrome P450 enzymes, except for possible inhibi-
tion of the metabolism of drugs metabolized by CYP2C19.

USE IN SPECIFIC POPULATIONS
Pregnancy

Teratogenic Effects, Pregnancy Categories C (first trimester) and D
(second and third trimesters). See Warnings and Precautions.
Nursing Mothers

It is not known whether telmisartan is excreted in human milk, but telmis-
artan was shown to be present in the milk of lactating rats. Because of
the potential for adverse effects on the nursing infant, decide whether to
discontinue nursing or discontinue the drug, taking into account the
importance of the drug to the mother.
Pediatric Use

Safety and effectiveness in pediatric patients have not been established. 
Geriatric Use

Of the total number of patients receiving MICARDIS in hypertension clin-
ical studies, 551 (19%) were 65 to 74 years of age and 130 (4%) were 75
years or older. No overall differences in effectiveness and safety were
observed in these patients compared to younger patients and other
reported clinical experience has not identified differences in responses
between the elderly and younger patients, but greater sensitivity of some
older individuals cannot be ruled out. 
Of the total number of patients receiving MICARDIS in the cardiovascu-
lar risk reduction study (ONTARGET), the percentage of patients ≥65 to
<75 years of age was 42%; 15% of patients were ≥75 years old. No over-
all differences in effectiveness and safety were observed in these patients
compared to younger patients and other reported clinical experience has
not identified differences in responses between the elderly and younger
patients, but greater sensitivity of some older individuals cannot be ruled
out. 
Hepatic Insufficiency

Monitor carefully and uptitrate slowly in patients with biliary obstructive
disorders or hepatic insufficiency.

OVERDOSAGE
Limited data are available with regard to overdosage in humans. The
most likely manifestation of overdosage with MICARDIS tablets would be
hypotension, dizziness and tachycardia; bradycardia could occur from
parasympathetic (vagal) stimulation. If symptomatic hypotension should
occur, supportive treatment should be instituted. Telmisartan is not
removed by hemodialysis.
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som. Med. 2008;70:575-84) and from
other studies suggest that psychothera-
py reduces mental distress associated
with HIV, and that different forms of
psychotherapy may be equally effective
in helping these patients, Dr. Daroff
said.

The kind of psychotherapy the pa-
tient receives seems to be less important
than the quality of the relationship be-
tween the therapist and the patient,
“which suggests that there is great pow-
er in the relationship you build with
your patients,” he added. ■

Disclosures: Dr. Daroff said that he had
no relevant conflicts of interest.

fluvoxamine, or a monoamine oxidase
inhibitor, Dr. Daroff said. 

For patients already on highly active
antiretroviral therapy with a ritonavir-
boosted protease inhibitor, the top choic-
es for an antidepressant were citalopram
or escitalopram, and Dr. Daroff said that
he would put sertraline among these top
choices if efficacy, acceptability, and cost
are all considered.

Few psychiatric drugs are contraindi-
cated in patients on antiretrovirals. Pa-
tients taking protease inhibitors should
avoid pimozide, midazolam, triazolam,
and St. John’s wort.

Patients who are taking non-nucleo-
side reductase inhibitors should avoid al-
prazolam, midazolam, triazolam, and
St. John’s wort.

If a patient may have bipolar depres-
sion, avoid tricyclic antidepressants and
dual-acting medications such as ven-
lafaxine or duloxetine to decrease the
risk of switching to mania. 

Quetiapine or lamotrigine may be bet-
ter than an antidepressant in these pa-
tients, he said.

Treatment for anxiety disorders most
often involves SSRIs, venlafaxine, ben-
zodiazepines, or buspirone. 

Start at a quarter to half of normal
dosing and increase the dose slowly be-
cause patients with HIV are “exquisite-
ly sensitive to side effects,” Dr. Daroff
advised.

Psychotherapy should be part of the
therapeutic approach, he said. “I think
we’re underprescribing psychotherapy
in HIV.”

Psychotherapy was associated with
decreased HIV levels and improved CD4
counts in 7 of 14 randomized, controlled
trials in patients with HIV, a review
found.

Findings from the review (Psycho-

Online Program for
Flu Assessment

The American Medical Association
has begun offering a Web-based flu-

assessment program.
In addition to helping patients deter-

mine the severity of their symptoms
based on Centers for Disease Control
and Prevention guidelines, the program
provides tools that physicians can use to
monitor those symptoms.

For more information about the pro-
gram, visit www.AMAfluhelp.org. ■

When anti-HIV drugs may be causing a
patient’s mood disorder, consider
subtracting a drug from the regimen,
Dr. Robert B. Daroff Jr. advised.
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Didanosine: Nervousness, anxiety,
confusion, insomnia.
Lamivudine: Insomnia, mania.
Stavudine: Confusion, depression,
anxiety, mania, insomnia.
Zidovudine (AZT): Mania, depres-
sion, anxiety, insomnia, confusion.
Raltegravir: May worsen preexist-
ing depression.
Efavirenz: Stepped-up dosing re-
duces neuropsychiatric side effects
seen in clinical trials.
Source: Dr. Daroff

Psychiatric Side
Effects of ARVs


