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BRIEF SUMMARY: Please see package insert for full prescribing information.

INDICATIONS AND USAGE
Herpes Zoster: Famvir® (famciclovir) is indicated for the treatment of acute herpes zoster (shingles).

Herpes Simplex Infections: Famvir is indicated for:
• treatment or suppression of recurrent genital herpes in immunocompetent patients.
• treatment of recurrent herpes labialis (cold sores) in immunocompetent patients.
• treatment of recurrent mucocutaneous herpes simplex infections in HIV-infected patients.

CONTRAINDICATIONS
Famvir® (famciclovir) is contraindicated in patients with known hypersensitivity to the product, its compo-
nents, and Denavir® (penciclovir cream).

PRECAUTIONS
General
The efficacy of Famvir® (famciclovir) has not been established for initial episode genital herpes infection, 
ophthalmic zoster, disseminated zoster or in immunocompromised patients with herpes zoster.

Dosage adjustment is recommended when administering Famvir to patients with creatinine clearance values
<60 mL/min. (see DOSAGE AND ADMINISTRATION in the full prescribing information). In patients with
underlying renal disease who have received inappropriately high doses of Famvir for their level of renal func-
tion, acute renal failure has been reported.

Famvir 125 mg, 250 mg and 500 mg tablets contain lactose (26.9 mg, 53.7 mg and 107.4 mg, respectively).
Patients with rare hereditary problems of galactose intolerance, a severe lactase deficiency or glucose-
galactose malabsorption should not take Famvir 125 mg, 250 mg and 500 mg tablets.

Information for Patients 
Patients should be informed that Famvir is not a cure for genital herpes. There are no data evaluating
whether Famvir will prevent transmission of infection to others. As genital herpes is a sexually transmitted
disease, patients should avoid contact with lesions or intercourse when lesions and/or symptoms are pres-
ent to avoid infecting partners. Genital herpes can also be transmitted in the absence of symptoms through
asymptomatic viral shedding. If medical management of recurrent episodes is indicated, patients should be
advised to initiate therapy at the first sign or symptom.

There is no evidence that Famvir will affect the ability of a patient to drive or to use machines. However,
patients who experience dizziness, somnolence, confusion or other central nervous system disturbances
while taking Famvir should refrain from driving or operating machinery.

Drug Interactions
Concurrent use with probenecid or other drugs significantly eliminated by active renal tubular secretion may
result in increased plasma concentrations of penciclovir.

The conversion of 6-deoxy penciclovir to penciclovir is catalyzed by aldehyde oxidase. Interactions with other
drugs metabolized by this enzyme could potentially occur.

Carcinogenesis, Mutagenesis, Impairment of Fertility
Famciclovir was administered orally unless otherwise stated.

Carcinogenesis: Two-year dietary carcinogenicity studies with famciclovir were conducted in rats and mice.
An increase in the incidence of mammary adenocarcinoma (a common tumor in animals of this strain) was
seen in female rats receiving the high dose of 600 mg/kg/day (1.1 to 4.5x the human systemic exposure at
the recommended total daily oral dose ranging between 2000 mg and 500 mg, based on area under the
plasma concentration curve comparisons [24 hr AUC] for penciclovir). No increases in tumor incidence were
reported in male rats treated at doses up to 240 mg/kg/day (0.7 to 2.7x the human AUC), or in male and
female mice at doses up to 600 mg/kg/day (0.3 to 1.2x the human AUC).

Mutagenesis: Famciclovir and penciclovir (the active metabolite of famciclovir) were tested for genotoxic
potential in a battery of in vitro and in vivo assays. Famciclovir and penciclovir were negative in in vitro tests
for gene mutations in bacteria (S. typhimurium and E. coli ) and unscheduled DNA synthesis in mammalian
HeLa 83 cells (at doses up to 10,000 and 5,000 mcg/plate, respectively). Famciclovir was also negative in
the L5178Y mouse lymphoma assay (5000 mcg/mL), the in vivo mouse micronucleus test (4800 mg/kg), and
rat dominant lethal study (5000 mg/kg). Famciclovir induced increases in polyploidy in human lymphocytes
in vitro in the absence of chromosomal damage (1200 mcg/mL). Penciclovir was positive in the L5178Y
mouse lymphoma assay for gene mutation/chromosomal aberrations, with and without metabolic activation
(1000 mcg/mL). In human lymphocytes, penciclovir caused chromosomal aberrations in the absence of
metabolic activation (250 mcg/mL). Penciclovir caused an increased incidence of micronuclei in mouse bone
marrow in vivo when administered intravenously at doses highly toxic to bone marrow (500 mg/kg), but not
when administered orally.

Impairment of Fertility: Testicular toxicity was observed in rats, mice, and dogs following repeated adminis-
tration of famciclovir or penciclovir. Testicular changes included atrophy of the seminiferous tubules, reduc-
tion in sperm count, and/or increased incidence of sperm with abnormal morphology or reduced motility. The
degree of toxicity to male reproduction was related to dose and duration of exposure. In male rats, decreased
fertility was observed after 10 weeks of dosing at 500 mg/kg/day (1.4 to 5.7x the human AUC). The no
observable effect level for sperm and testicular toxicity in rats following chronic administration (26 weeks)
was 50 mg/kg/day (0.15 to 0.6x the human systemic exposure based on AUC comparisons). Testicular toxic-
ity was observed following chronic administration to mice (104 weeks) and dogs (26 weeks) at doses of 
600 mg/kg/day (0.3 to 1.2x the human AUC) and 150 mg/kg/day (1.3 to 5.1x the human AUC), respectively.

Famciclovir had no effect on general reproductive performance or fertility in female rats at doses up to 
1000 mg/kg/day (2.7 to 10.8x the human AUC).

Two placebo-controlled studies in a total of 130 otherwise healthy men with a normal sperm profile over an
8-week baseline period and recurrent genital herpes receiving oral Famvir (250 mg b.i.d.) (n=66) or placebo
(n=64) therapy for 18 weeks showed no evidence of significant effects on sperm count, motility or morphol-
ogy during treatment or during an 8 week follow-up.

Pregnancy
Teratogenic Effects–Pregnancy Category B: Famciclovir was tested for effects on embryo-fetal development
in rats and rabbits at oral doses up to 1000 mg/kg/day (approximately 2.7 to 10.8x and 1.4 to 5.4x the
human systemic exposure to penciclovir based on AUC comparisons for the rat and rabbit, respectively) and
intravenous doses of 360 mg/kg/day in rats (1.5 to 6x the human dose based on body surface area [BSA]
comparisons) or 120 mg/kg/day in rabbits (1.1 to 4.5x the human dose [BSA]). No adverse effects were
observed on embryo-fetal development. Similarly, no adverse effects were observed following intravenous
administration of penciclovir to rats (80 mg/kg/day, 0.3 to 1.3x the human dose [BSA]) or rabbits (60 mg/kg/day,
0.5 to 2.1x the human dose [BSA]). There are, however, no adequate and well-controlled studies in pregnant
women. Because animal reproduction studies are not always predictive of human response, famciclovir should
be used during pregnancy only if the benefit to the patient clearly exceeds the potential risk to the fetus.

Pregnancy Exposure Registry: To monitor maternal-fetal outcomes of pregnant women exposed to Famvir,
Novartis Pharmaceuticals Corporation maintains a Famvir Pregnancy Registry. Physicians are encouraged to 
register their patients by calling (888) 669-6682.

Nursing Mothers
Following oral administration of famciclovir to lactating rats, penciclovir was excreted in breast milk at con-
centrations higher than those seen in the plasma. It is not known whether it is excreted in human milk.
There are no data on the safety of Famvir in infants.

Usage in Children
Safety and efficacy in children under the age of 18 years have not been established.

Geriatric Use 
Of 816 patients with herpes zoster in clinical studies who were treated with Famvir, 248 (30.4%) were ≥65
years of age and 103 (13%) were ≥75 years of age. No overall differences were observed in the incidence or
types of adverse events between younger and older patients.

Of 610 patients with recurrent herpes simplex (type 1 or type 2) in clinical studies who were treated with
Famvir, 26 (4.3%) were ≥65 years of age and 7 (1.1%) were ≥75 years of age. Clinical studies of Famvir did
not include sufficient numbers of subjects aged 65 and over to determine whether they respond differently
from younger subjects. 

In general, appropriate caution should be exercised in the administration and monitoring of FAMVIR in elderly
patients reflecting the greater frequency of decreased hepatic, renal, or cardiac function, and of concomitant
disease or other drug therapy.

ADVERSE REACTIONS
Immunocompetent Patients
The safety of Famvir® (famciclovir) has been evaluated in clinical studies involving 816 Famvir-treated
patients with herpes zoster (Famvir, 250 mg t.i.d. to 750 mg t.i.d.); 163 Famvir-treated patients with recur-
rent genital herpes (Famvir, 1000 mg b.i.d.); 1,197 patients with recurrent genital herpes treated with Famvir
as suppressive therapy (125 mg q.d. to 250 mg t.i.d.) of which 570 patients received Famvir (open-labeled
and/or double-blind) for at least 10 months; and 447 Famvir-treated patients with herpes labialis (Famvir,
1500 mg once or 750 mg b.i.d.). Table 5 lists selected adverse events.

Table 5

Selected Adverse Events (all grades and without regard to causality) Reported by 

≥2% of Patients in Placebo-controlled Famvir® (famciclovir) Trials*

Incidence

Recurrent Genital Herpes-

Herpes Zoster† Genital Herpes‡ Suppression§ Herpes Labialis‡

Event Famvir® Placebo Famvir® Placebo Famvir® Placebo Famvir® Placebo

500 mg 1 gram 250 mg 1500 mg

t.i.d* b.i.d.* b.i.d.* single dose*

(n=273) (n=146) (n=163) (n=166) (n=458) (n=63) (n=227) (n=254)

% % % % % % % %

Nervous System

Headache 22.7 17.8 13.5 5.4 39.3 42.9 9.7 6.7
Paresthesia 2.6 0.0 0.0 0.0 0.9 0.0 0.0 0.0
Migraine 0.7 0.7 0.6 0.6 3.1 0.0 0.0 0.0

Gastrointestinal

Nausea 12.5 11.6 2.5 3.6 7.2 9.5 2.2 3.9
Diarrhea 7.7 4.8 4.9 1.2 9.0 9.5 1.8 0.8
Vomiting 4.8 3.4 1.2 0.6 3.1 1.6 0.0 0.0
Flatulence 1.5 0.7 0.6 0.0 4.8 1.6 0.0 0.0
Abdominal Pain 1.1 3.4 0.0 1.2 7.9 7.9 0.0 0.4

Body as a Whole

Fatigue 4.4 3.4 0.6 0.0 4.8 3.2 1.3 0.4

Skin and Appendages

Pruritus 3.7 2.7 0.0 0.6 2.2 0.0 0.0 0.0
Rash 0.4 0.7 0.0 0.0 3.3 1.6 0.0 0.0

Reproductive Female

Dysmenorrhea 0.0 0.7 1.8 0.6 7.6 6.3 0.9 0.0

*Patients may have entered into more than one clinical trial.
†7 days of treatment
‡ 1 day of treatment
§daily treatment

The following adverse events have been reported during post-approval use of Famvir: urticaria, hallucina-
tions and confusion (including delirium, disorientation, confusional state, occurring predominantly in the
elderly). Because these adverse events are reported voluntarily from a population of unknown size, estimates
of frequency cannot be made. Table 6 lists selected laboratory abnormalities in genital herpes suppression
trials.

Table 6
Selected Laboratory Abnormalities in Genital Herpes Suppression Studies*

Parameter Famvir® Placebo
(n=660)† (n=210)†

% %

Anemia (<0.8 x NRL) 0.1 0.0
Leukopenia (<0.75 x NRL) 1.3 0.9
Neutropenia (<0.8 x NRL) 3.2 1.5
AST (SGOT) (>2 x NRH) 2.3 1.2
ALT (SGPT) (>2 x NRH) 3.2 1.5
Total Bilirubin (>1.5 x NRH) 1.9 1.2
Serum Creatinine (>1.5 x NRH) 0.2 0.3
Amylase (>1.5 x NRH) 1.5 1.9
Lipase (>1.5 x NRH) 4.9 4.7

*Percentage of patients with laboratory abnormalities that were increased or decreased from baseline and
were outside of specified ranges.

† n values represent the minimum number of patients assessed for each laboratory parameter.
NRH = Normal Range High.
NRL = Normal Range Low.

HIV-Infected Patients
In HIV-infected patients, the most frequently reported adverse events for famciclovir (500 mg twice daily;
n=150) and acyclovir (400 mg, 5x/day; n=143), respectively, were headache (16.7% vs. 15.4%), nausea
(10.7% vs. 12.6%), diarrhea (6.7% vs. 10.5%), vomiting (4.7% vs. 3.5%), fatigue (4.0% vs. 2.1%), and
abdominal pain (3.3% vs. 5.6%).

Post Marketing Experience
The following adverse events have been reported during post-approval use of Famvir: uticaria, serious skin
reactions (e.g., erythema multiforme), jaundice, thrombocytopenia, hallucinations, dizziness, somnolence
and confusion (including delirium, disorientation, confusional state, occurring predominantly in the elderly).
Because these adverse events are reported voluntarily from a population of unknown size, estimates of fre-
quency cannot be made.

Store at 25°C (77°F); excursions permitted to 15-30°C (59-86°F) [see USP Controlled Room Temperature]
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Some Abortion Materials Misleading
Some state-mandated abortion-specific in-
formed consent materials include inaccu-
rate or biased information, according to an
analysis by the Guttmacher Institute. The
researchers analyzed written materials
from 22 states and found that while most
of the materials were consistent with sci-
entific findings, some content related to
breast cancer, psychological impact, and
fetal pain was wrong or misleading. For ex-
ample, five of the six states that have de-
veloped written materials that relate to
abortion and breast cancer have falsely as-

serted a possible link; only one state re-
ported that abortion does not increase
the risk of developing breast cancer as de-
termined by the National Cancer Institute
in 2003. “Rather than creating new barri-
ers for women seeking an abortion, poli-
cy makers should instead focus on helping
women avoid unintended pregnancies in
the first place,” Guttmacher Institute pres-
ident Sharon L. Camp said in a statement. 

$9 B Public Price Tag for Teen Births
The public cost of births to teenage moth-
ers was more than $9 billion in 2004, ac-

cording to an estimate of costs to federal,
state, and local governments for all births
to women aged 19 years and younger pre-
pared by the National Campaign to Pre-
vent Teen Pregnancy. The estimate in-
cludes increases in public sector health
care costs for the baby, increased child wel-
fare payments and other public assistance,
increased costs to state prisons for the
children of teen mothers, and lost revenue
because of lower taxes paid by parents and
the children over their adult lifetimes.

Insurer Faces $144 M in Damages
The insurer Amerigroup Illinois, along
with its parent company Amerigroup Cor-

P O L I C Y &  P R A C T I C E poration, could face $144 million in dam-
ages because of charges that the company
discriminated against pregnant women
and others with chronic illnesses in its en-
rollment policies. The former head of gov-
ernment relations for Amerigroup Illinois
filed the lawsuit alleging that from 2000 to
2004, Amerigroup avoided enrolling preg-
nant women and others with chronic
health conditions in a Medicaid managed
care plan in Illinois but continued to accept
state and federal health funds for the pro-
gram. A federal jury found Amerigroup
Illinois and Amerigroup Corporation liable
for $48 million in damages. That amount
will be tripled—to $144 million—under the
federal False Claims Act and the Illinois
Whistleblower Reward and Protection Act.
Amerigroup chairman and CEO Jeffrey L.
McWaters said in a statement that the
company “vigorously” disagrees with the
verdict and will appeal the decision. 

WIC Canned-Tuna Rule Challenged
Environmental advocates are urging the
U.S. Department of Agriculture to stop pro-
viding canned tuna as part of the food pack-
age of the Women, Infants, and Children
program. GotMercury.org, a project of the
Turtle Island Restoration Network, wrote
a letter to USDA urging officials there to
stop offering canned tuna to breast-feeding
women because of the risks of exposure to
mercury through tuna consumption. Al-
though USDA’s proposed rule eliminates
canned albacore (marketed as solid or
“white”) tuna from the WIC food basket
because albacore generally has higher lev-
els of mercury, it retains other (chunk or
“light”) canned tuna. GotMercury.org op-
poses this because there are no federal
standards defining what can be sold as light
tuna. Instead, the group wants to see al-
ternative fish products with lower mer-
cury content offered as part of the WIC
food packages, including canned wild
salmon, mackerel, anchovies, or sardines.
“No one needs pollution on their plate
when there are healthier alternatives,” Eli
Saddler, a public health analyst for Got-
Mercury.org said in a statement. The En-
vironmental Protection Agency and the
Food and Drug Administration currently
advise that pregnant women, nursing
mothers, young children, and women who
may become pregnant eat up to 12 ounces
a week of a variety of fish and shellfish that
are lower in mercury. The advisory rec-
ommends that women and young children
avoid shark, swordfish, king mackerel, and
tilefish due to high levels of mercury. 

Telehealth Licensure Studied
Officials at the Federation of State Med-
ical Boards (FSMB) are tackling the issue
of licensure for physicians engaged in tele-
health and those involved in the multistate
practice of medicine. FSMB recently re-
ceived a grant from the federal govern-
ment to test different ways to reduce li-
censure barriers and better share
information across jurisdictions. “With
telehealth playing an increasingly impor-
tant role in meeting the needs of under-
served patient populations, the ability of
physicians to be able to quickly obtain li-
censure in multiple jurisdictions has nev-
er been more important,” Dr. James N.
Thompson, FSMB president and CEO,
said in a statement. 

—Mary Ellen Schneider


