
Important Safety Information for Lantus®

Contraindications

Lantus® is contraindicated in patients hypersensitive to insulin glargine or one of its excipients.

Warnings and precautions
Monitor blood glucose in all patients treated with insulin. Insulin regimens should be modified cautiously
and only under medical supervision. Changes in insulin strength, manufacturer, type, or method of
administration may result in the need for a change in insulin dose or an adjustment in concomitant oral
antidiabetic treatment.

Do not dilute or mix Lantus® with any other insulin or solution. If mixed or diluted, the solution may
become cloudy, and the onset of action/time to peak effect may be altered in an unpredictable manner.
Do not administer Lantus® via an insulin pump or intravenously because severe hypoglycemia can occur.
Insulin devices and needles must not be shared between patients.

Hypoglycemia is the most common adverse reaction of insulin therapy, including Lantus®, and may be
life-threatening.

Severe life-threatening, generalized allergy, including anaphylaxis, can occur.

A reduction in the Lantus® dose may be required in patients with renal or hepatic impairment.

Drug interactions
Certain drugs may affect glucose metabolism, requiring insulin dose adjustment and close monitoring
of blood glucose. The signs of hypoglycemia may be reduced in patients taking anti-adrenergic drugs
(e.g., beta-blockers, clonidine, guanethidine, and reserpine).

Adverse reactions
Other adverse reactions commonly associated with Lantus® are injection site reaction, lipodystrophy,
pruritus, and rash.

Indications and Usage for Lantus®

Lantus® is a long-acting insulin analog indicated to improve glycemic control in adults and children
(6 years and older) with type 1 diabetes mellitus and in adults with type 2 diabetes mellitus. Lantus®

should be administered once a day at the same time every day.

Important Limitations of Use: Lantus® is not recommended for the treatment of diabetic ketoacidosis.
Use intravenous short-acting insulin instead.

Lantus® SoloSTAR® is a disposable prefilled insulin pen.

Please see brief summary of full prescribing information for Lantus® on the next page.

References: 1. Data on file, sanofi-aventis U.S. LLC. 2. Lantus Prescribing Information. September 2009.

Easy to teach1

—Can be used in 6 straightforward steps

Easy to use1

—Only long-acting insulin pen in which dose can be set from 1 to 80 units in 1-unit steps,
dialed both up and down

—Once opened, Lantus® SoloSTAR® can be used for up to 28 days and is not refrigerated

Easy to inject1

—Dose cannot be dialed past the number of units left in the pen

—It is important to keep the injection button pressed all the way in and to slowly count
to 10 before withdrawing the needle from the skin. After a full injection, the number
in the dose window will return to zero. These steps help ensure that the full dose has
been delivered

—To help ensure an accurate dose each time, patients should follow all steps in the
Instruction Leaflet accompanying the pen; otherwise they may not get the correct
amount of insulin, which may affect their blood glucose 
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Tenofovir Vaginal Gel Delivers HIV Prevention
B Y  M I T C H E L  L . Z O L E R

FROM THE 18TH INTERNATIONAL AIDS
CONFERENCE

V I E N N A —  The unqualified success of
tenofovir vaginal gel in cutting the
spread of HIV infection in a randomized,
3-year study of more than 800 women
produced heady excitement at the con-
ference, as well as sober recognition that
the gel needs more testing and is likely
at least 3 years away from a marketed
product.

After 30 months, the 422 women who
completed the study in the tenofovir gel

group had a 39% relative cut in their
rate of new HIV infections, compared
with the 421 completers in the placebo
arm. The infection rate curves began to
diverge within the first 6 months of the
study and then continued to separate.
Among the 38% of women who used
the gel during more than 80% of their
events, the active gel cut the HIV infec-
tion rate by a relative 54%. Concur-
rently with the meeting report, the re-
sults appeared in an article online
(Science 2010;doi:10.1126/science.
1193748).

Starting with the researchers who ran
the Center for the AIDS Program of Re-

search in South Africa (CAPRISA) 004 tri-
al, a series of experts acknowledged
tenofovir gel’s performance as a major
advance, but just one step in a process.

“The CAPRISA 004 study is the first
step. Additional studies are urgently
needed to confirm and extend the find-
ings,” said Dr. Salim S. Abdool Karim, di-
rector of CAPRISA in Congella, South
Africa, and a professor of clinical epi-
demiology at Columbia University, New
York, who presented the results.

“This is the first step, but it was not a
licensing trial,” said Quarraisha Abdool
Karim, Ph.D., associate director of
CAPRISA and an epidemiologist at Co-
lumbia, who ran the study with her hus-
band and reported the results along with
him.

“It is exciting, and we all felt that in the
room today,” said Sheena McCormack,
a clinical epidemiologist with the Med-
ical Research Council in London. noting

that the report triggered eruptions of ap-
plause and a final standing ovation from
a packed, lunchtime hall of several thou-
sand people. “It’s proof of concept of
microbicides” as a viable way to inter-
rupt HIV transmission, and proof of
concept of an antiretroviral drug for
prophylaxis. “But it is not ready to roll
out globally. Five other prophylaxis ef-
fectiveness trials are in process. This is a
step in the right direction, but just one

step in the path.” Ms. McCormack said.
“The CAPRISA 004 study is an excit-

ing scientific achievement that moves us
one step forward to gaining another ef-
fective tool to prevent HIV infection,”
said Dr. Anthony S. Fauci, director of the
National Institute of Allergy and Infec-
tious Diseases in Bethesda, Md.

It was actually a highly successful first
step along two different paths. Not only
did the results show a significant cut in the

HIV incidence rate from 9 cases per 100
women-years with placebo to 6 cases per
100 women-years with use of tenofovir gel
before and after sex, but the regimen also
cut the transmission rate of herpes sim-
plex virus type-2 (HSV2) in half.

The apparently completely indepen-
dent ability of tenofovir gel to block
HSV2 transmission “is a major bonus,”
commented Tim Farley, Ph.D., a statis-
tician in the department of reproductive

The trial ‘moves
us one step
forward to
gaining another
effective tool to
prevent HIV
infection.’

DR. FAUCI

The CAPRISA trial
of tenofovir
vaginal gel ‘is the
first step, but it
was not a
licensing trial.’

DR. Q.A. KARIM
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aBased on TRx data from IMS Health, NPATM

Monthly database, time period from May 2003 to March 2010.

STARring the #1-prescribed insulina

Take aim with the
Lantus® SoloSTAR® pen

For patients with diabetes using an insulin vial and syringe 

Delivers 50% more insulin units
per prescription for the same co-pay as

a vial and syringe on most insurance plans

Prefilled with Lantus®, the only 24-hour
insulin approved exclusively for use
once a day to help patients with diabetes
aim toward glycemic control2
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health and research for the World Health
Organization in Geneva. ”It will be rel-
atively easy to confirm in a non-HIV in-
fected population. I wouldn’t be sur-
prised if getting the HSV2 indication
goes faster because it’s easier to do;
HSV2 is not life threatening.”

CAPRISA 004, a proof-of-concept tri-
al, ran at two South African clinic lo-
cations: a rural site in the KwaZulu-Na-
tal Midlands, and an urban site in
Durban. The researchers randomized
889 eligible women, all HIV negative
and sexually active. Participants applied
either a 1% tenofovir vaginal gel or

placebo gel once up to 12 hours before
sex, and then a second time within 12

hours following sex. People in the re-
gion where the study took place have

a low rate (less than 1%) of anal sex.
The prespecified HSV2 analysis fo-

cused on women in the study who were
HSV2 negative at baseline, 202 who
completed the tenofovir arm and 224
who completed the placebo arm. Other
marketed drugs similar in class to teno-
fovir, such as cidofovir and adefovir, have
activity against HSV, so it was worth
checking if tenofovir gel did too, said Dr.
Salim S. Abdool Karim. The active gel
cut new HSV2 infections by a relative
51% over 30 months, compared with
placebo. The analysis showed that the
tenofovir gel blocked the HIV and HSV2

infections “by two independent mecha-
nisms. We see protection against HSV2
in women who were HIV negative and
in HIV positives,” he said.

The study also showed no sign of
tenofovir resistance in women who be-
came infected despite use of the drug, a
benign adverse effect profile, no safety is-
sues in pregnancy, and no increase in
HIV risk behavior. During the study, all
women received regular counseling that
reinforced the need for condom use
whenever possible. The purpose of the
gel was to give women protection when
a condom wasn’t used. ■

‘Additional
studies are
urgently needed
to confirm and
extend the
findings.’

DR. S.S.A. KARIM


