
Humatrope is used to treat  
children who are short or  
growing slowly because they:

•	Do not make enough growth hormone 
on their own. 

•	Have Turner syndrome.
•	Have idiopathic short stature, which 

means they are shorter than 98.8% 
of other children of the same age 
and sex, are growing at a rate not 
likely to allow them to reach normal 
adult height, and for whom no other 
cause of short stature can be found. 

•	Have SHOX deficiency.
•	Were born smaller than normal for 

the number of weeks of pregnancy 
and who do not catch up in height 	
by 2-4 years of age.

Humatrope is used to treat 
adults who have growth hormone 
deficiency that began either in:

•	Adulthood (as a result of pituitary 
disease, hypothalamic disease, 
surgery, radiation therapy, or 
trauma); or 

•	Childhood. Patients treated 	
for growth hormone deficiency 
in childhood whose bones have 
stopped growing should be 
reevaluated.

Please see Important Safety 
Information on pages 12-14, and 
accompanying Full Prescribing 
Information including Patient 
Prescribing Information. 

	Instructions for Use:

USING THE 
HUMATROPE® VIAL
(somatropin [rDNA origin] for injection)
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2 3Please see Important Safety Information on pages 12-14, 
and accompanying Full Prescribing Information including 
Patient Prescribing Information. 

GENERAL INFORMATION HELPFUL HINTS FOR GETTING 
STARTED

1

2
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•

•
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4

•

If the patient is allergic to metacresol or glycerin, the supplied 
diluent must not be used. Ask the healthcare professional 
about using a substitute diluent.

If Humatrope is mixed (reconstituted) with Sterile Water for 
Injection, USP, it must be used within 24 hours.

If the patient has allergic symptoms during or after receiving 
Humatrope, call a healthcare professional immediately.

It is important to follow the injection schedule and Humatrope 
dose prescribed by the patient’s healthcare professional.

Keep all Humatrope vials, syringes, and needles out of the 
reach of young children.

Do not share needles. Always use a new sterile syringe and 
needle for each injection.

HUMATROPE AND DILUENT STORAGE 
AND EXPIRATION

Vials of powdered Humatrope and diluent must be refrigerated. 
Do not freeze them.

An expiration date is stamped on each vial of diluent and each 
vial of Humatrope. Do not use vials that have passed the 
expiration date.

Once Humatrope has been mixed, it must be used within 
14 days, or within 24 hours if mixed with Sterile Water for 
Injection, USP. Keep in the refrigerator. Do not freeze.

Never use leftover mixed Humatrope or leftover diluent to mix 
with or to prepare a new vial of Humatrope powder.

For travel, keep Humatrope in the Lilly-supplied small cooler  
bag with frozen gel packs.

•

•

•

Do not attempt to mix (reconstitute) or inject Humatrope until 
a healthcare professional has provided training.

Gather all necessary supplies and place them on a clean work 
surface. (Please see Steps 4 & 6.)

Always use the sterile technique demonstrated by the 
patient’s healthcare professional. Never use needles  
or syringes if there is any question of contamination.

MIXING (RECONSTITUTING) SUPPLIES 

Humatrope and 
Diluent vials

Syringe

Alcohol swabs Puncture-resistant
container 

•

49975_elhmtr_HG71302_vial_fa6.indd   2-3 5/5/11   1:58 PM



4 5Please see Important Safety Information on pages 12-14, 
and accompanying Full Prescribing Information including 
Patient Prescribing Information. 

MIXING (RECONSTITUTING) 
HUMATROPE

Hold the diluent vial firmly in an upright 
position and insert the needle straight 
through the center of the rubber stopper. 
Next, slowly push the syringe plunger to 
inject all of the air into the vial of diluent.  
Do this slowly to avoid creating air bubbles.

5

a.

c.

b.

d.

Always check the dates on the 
Humatrope and diluent vials to  
make sure they have not expired.  
Do not use vials that have passed  
their expiration date.

Remove the plastic cap from the top 
of the diluent vial. Thoroughly wipe the 
rubber stopper with an alcohol swab.

Prepare the mixing syringe by removing 
the plastic needle cover. Pull back on the 
syringe plunger to draw up the amount of 
air that is equal to the amount of diluent 
the patient’s healthcare professional has 
instructed to be mixed with the vial of 
Humatrope powder. 

e.

g.

f. Keeping the tip of the needle in the 
diluent liquid, turn the vial and syringe 
upside down. Pull the plunger back 
in a slow, continuous motion until the 
syringe contains slightly more than the 
amount of diluent the patient’s healthcare 
professional has prescribed.

Check for air bubbles. If air bubbles have 
formed in the syringe, gently tap or flick 
the syringe. The bubbles should rise to 
the top of the syringe; then inject the 
bubbles and any excess diluent back into 
the vial by slowly pushing the plunger.

Double-check the diluent volume.

Pull the needle out of the vial and place it 
on a fresh alcohol swab. 

•

•

Always start by washing hands.
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6 7Please see Important Safety Information on pages 12-14, 
and accompanying Full Prescribing Information including 
Patient Prescribing Information. 

Insert the needle through the rubber 
stopper. Aim the needle tip so the liquid 
runs down the side of the vial. Slowly 
inject the diluent. The diluent should  
not be injected directly onto the white  
Humatrope powder.

i.

Dispose of the needle and  
syringe as directed by the patient’s  
healthcare professional in a  
puncture-resistant container.

j.

Either swirl the vial or roll it between the 
palms of the hands several times. Do not 
shake the vial! Inspect the solution. If the 
solution remains cloudy or contains  
particles, do not inject it, and contact 
your healthcare provider.

With a waterproof felt-tipped pen, write 
the date of mixing on the vial label, and 
use within 14 days. Use within 24 hours 
if mixed with Sterile Water for Injection, 
USP. Refrigerate the mixed vial of 
Humatrope. Discard unused diluent. 

k.

l.

h. Remove the plastic cap from the 
Humatrope vial and wipe the rubber 
stopper with an alcohol swab.

• Remove the needle and syringe from 
the vial of Humatrope.
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8 9Please see Important Safety Information on pages 12-14, 
and accompanying Full Prescribing Information including 
Patient Prescribing Information. 

INJECTION SUPPLIES NEEDED6

•

•

•

•

Mixed (reconstituted) Humatrope vial

Syringe and needle

Alcohol swab

Puncture-resistant container 

Wipe the top of the vial of mixed 
Humatrope with a fresh alcohol swab.

c.

b.

Remove the needle guard from the 
injection syringe. Pull back on the 
syringe plunger to draw up the amount 
of air that is equal to the amount of 
reconstituted Humatrope prescribed  
by the patient’s healthcare professional.

MEASURING A DOSE OF MIXED 
(RECONSTITUTED) HUMATROPE 
FOR INJECTION

Wash hands.

If previously mixed Humatrope is taken 
out of the refrigerator, check the date 
written on the vial label. Do not use 
mixed Humatrope that is more than  
14 days old. Use within 24 hours if mixed 
with Sterile Water for Injection, USP.

If the mixed Humatrope is cloudy or 
contains particles, do not inject it. 
Contact the Humatrope provider,  
who can advise what to do.

a.

•

•

7 d. Hold the vial of mixed Humatrope firmly 
in an upright position, and insert the 
needle straight through the center of the 
rubber stopper. Next, slowly push the 
plunger to inject all the air into the vial. 
Do this slowly to avoid creating bubbles.

Keep the tip of the needle in the  
solution, and turn the vial and syringe 
upside down. Pull the plunger back in a 
slow, continuous motion until the syringe  
contains slightly more than the amount  
of mixed Humatrope the patient’s  
healthcare professional has prescribed.

e.

f. While holding the syringe and vial 
upside down, tap or flick the syringe 
gently with a free hand to dislodge any 
air bubbles. The bubbles should rise to 
the top of the syringe; inject them and 
any excess Humatrope solution back into 
the vial by slowly pushing the plunger.

Double-check the dose to make sure the 
amount of mixed Humatrope is correct.

Pull the needle out of the vial.

•

•
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10 11Please see Important Safety Information on pages 12-14, 
and accompanying Full Prescribing Information including 
Patient Prescribing Information. 

PREPARING THE INJECTION SITE AND 
INJECTING THE HUMATROPE DOSE

Wipe the injection area thoroughly  
with an alcohol swab. Rub outward  
in increasingly larger circles. Wait a  
few seconds for the alcohol to dry  
before injecting.

a.

c.

b.

d.

Gently pinch up a large area of skin 
and quickly push the needle into the 
skin as instructed by the patient’s 
healthcare professional.

Inject the Humatrope by slowly pushing 
the plunger until the syringe is empty.  
Let go of the skin, wait a few seconds,  
and then pull the needle straight out.  
If you see a drop of blood, apply pressure 
with a cotton ball. Apply an adhesive 
bandage if needed.

Dispose of the needle and syringe in a 
puncture-resistant container as instructed 
by the patient’s healthcare professional. 

Return the Humatrope vial to the 
refrigerator after the injection has 
been completed.

•

CHOOSING AND ROTATING 
INJECTION SITES

Discuss the appropriate injection sites and rotation with
the patient’s healthcare professional.

b.

a.

•

•

•

•

Injections can be given in the following areas:

Abdomen (above, below, or on either side of the navel)

Front of the upper thighs

Upper, outer buttocks

Back of the arms above the elbow and below the shoulder

98
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Important Safety Information for Humatrope®

(somatropin [rDNA origin] for injection)

Who Should Not Take Humatrope?
• You should not take Humatrope if you are having serious complications 

after undergoing open heart surgery, abdominal surgery, serious injuries 
involving many body systems, or life-threatening breathing problems. 
Deaths have been reported in such cases.

• Somatropin should not be used in children who have Prader-Willi 
syndrome and are very overweight or have a history of severe breathing 
problems. Deaths have been reported in children with Prader-Willi 
syndrome who are very overweight, have a history of blocked upper 
airways, sleep apnea (pauses in breathing during sleeping), or other 
severe breathing problems. 

• Humatrope should not be used if you have active cancer. Because 
growth hormone deficiency can be an early sign of some tumors in the 
brain or pituitary gland, the presence of these types of tumors should 
be ruled out by your doctor before you start Humatrope.

• Humatrope should not be used in children whose growth plates in their 
bones have closed.

• Humatrope should not be used in adults or children with diabetic 
retinopathy. 

• If you are allergic to metacresol or glycerin, you should not mix 
Humatrope with the supplied diluent. Reactions at the injection site 	
are the most common allergic reactions. If you have had an allergic 
reaction to somatropin, you should not take Humatrope. 

	 What Should I Tell My Doctor Before Taking Humatrope?
• Tell your doctor if you take cyclosporine, hormone replacement 

therapy, insulin or other diabetes medications, drugs containing steroids, 
or drugs for seizures. These medications may need to be adjusted while 
taking Humatrope.

• There have been reports of death in children with Prader-Willi 
syndrome who recently started somatropin therapy and had one or 
more of the following risk factors: obesity, history of severe breathing 
problems or sleep apnea (pauses in breathing during sleeping), or 
unidentified respiratory infection. Boys with one or more of these 
risk factors may be at greater risk than girls. A child with Prader-Willi 
syndrome should be evaluated by a doctor for signs of severe breathing 
problems or sleep apnea before starting somatropin therapy. 

• If you have pre-existing tumors or growth hormone deficiency caused 
by abnormal tissue in the brain, you should be watched closely for 
worsening or returning of this condition. If you had cancer as a child, 	
an increased risk of a new tumor, particularly certain brain tumors, 	
has been reported in patients taking somatropin.

• Your doctor should check your blood sugar regularly while you are 
taking Humatrope, especially if you have risk factors for diabetes. If you 	
have diabetes or impaired glucose tolerance, your doctor should monitor 	
your blood sugar closely during Humatrope therapy. New cases of type 2 	
diabetes have been reported in patients taking Humatrope.

• Cases of pancreatitis (inflammation of the pancreas) have been 
reported rarely in children and adults receiving somatropin. Consult 	
a doctor if you develop abdominal pain while taking Humatrope.

• Tell your doctor if you have any visual changes accompanied by 
headache, nausea, and/or vomiting while taking Humatrope. This may 	
be a sign of increased pressure in the brain.

• Adults may retain water during therapy with Humatrope. This may 	
be brief but may increase with higher doses of Humatrope.

• If you have hypopituitarism and are on standard hormone replacement 
therapy, your doctor should monitor your hormone replacement therapy 
closely while taking Humatrope.

• You should have your thyroid function tested periodically during 
Humatrope therapy. Thyroid hormone treatment may need to be 
started or adjusted. 

• Slipped capital femoral epiphysis (fracture in the ball of the hip joint) 
can occur in children who have endocrine problems and in children who 
have rapid growth. Any child taking Humatrope who develops a limp or 
complains of hip or knee pain should be seen by a doctor to check for this.

• Progression of scoliosis (curvature of the spine) can occur in children 
who have rapid growth. Humatrope has not been shown to increase the 
occurrence of this condition. 

• Children with Turner syndrome should be monitored closely by a doctor 
for ear infections and cardiovascular problems while taking Humatrope. 

Important Safety Information is continued on next page.
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• You should rotate your injection sites to avoid breakdown of skin and fat. 	
Seek prompt medical attention for any allergic reaction you experience 
to the injection of Humatrope.

• If you are pregnant or nursing, you should talk to your doctor before 
using Humatrope. It is not known whether Humatrope is excreted in 
human milk. Humatrope should be used during pregnancy only when 
clearly needed.

• Clinical studies in patients over 65 years of age have not been done. 
Elderly patients may be more sensitive to Humatrope and may 
experience more side effects.

• Because Humatrope may affect how two hormones, cortisol and 
cortisone, are processed in the body, people may discover they have 
hypoadrenalism after starting Humatrope therapy. In these cases, 
glucocorticoid replacement therapy would need to be started.

	 What Are the Possible Side Effects of Humatrope?
• Common side effects reported in adults and children taking 

Humatrope include injection site reactions, allergic reactions to the 
diluent, and hypothyroidism. Additional common side effects in adults 
include swelling, joint pain, muscle pain, carpal tunnel syndrome, 
unusual skin sensations, and high blood sugar. You are encouraged 	
to report negative side effects of prescription drugs to the FDA. 	
Visit www.fda.gov/medwatch or call 1-800-FDA-1088.

How Should I Store Humatrope?
• Humatrope must be kept refrigerated (36° to 46°F [2° to 8°C]) before 

and after it is mixed. Do not freeze. Once Humatrope has been mixed 
and is in liquid form, cartridges must be used within 28 days and vials 
must be used within 14 days. Throw away any unused Humatrope in 
a cartridge after 28 days and in a vial after 14 days. Before giving an 
injection, check the manufacturer’s expiration date on the cartridge 	
or vial. Do not use the cartridge or vial if it has expired.

	� For more safety information, please see Patient Prescribing 
Information and Full Prescribing Information.

 
HG CON ISI Apr152011

Important Safety Information for Humatrope®

(continued)
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