For patients with hypoparathyroidism

What is the right calcium balance?
Indications and Usage1
NATPARA is a parathyroid hormone indicated as an adjunct to calcium and vitamin D to control hypocalcemia
in patients with hypoparathyroidism.
Limitations of Use:
• Because of the potential risk of osteosarcoma, NATPARA is recommended only for patients who cannot
be well-controlled on calcium supplements and active forms of vitamin D alone.
• NATPARA was not studied in patients with hypoparathyroidism caused by calcium-sensing receptor mutations.
• NATPARA was not studied in patients with acute post-surgical hypoparathyroidism.

Important Safety Information1
WARNING: POTENTIAL RISK OF OSTEOSARCOMA
In male and female rats, parathyroid hormone caused an increase in the incidence of osteosarcoma (a
malignant bone tumor) that was dependent on dose and treatment duration. A risk to humans could not
be excluded.
Because of the potential risk of osteosarcoma, prescribe NATPARA only to patients who cannot be wellcontrolled on calcium and active forms of vitamin D and for whom the potential benefits are considered
to outweigh the potential risk.
Avoid use of NATPARA in patients who are at increased baseline risk for osteosarcoma (including those
with Paget’s disease of bone or unexplained elevations of alkaline phosphatase, pediatric and young adult
patients with open epiphyses, patients with hereditary disorders predisposing to osteosarcoma or patients
with a history of prior external beam or implant radiation therapy involving the skeleton).
NATPARA is available only through a restricted program called the NATPARA REMS Program.
For more information about the NATPARA REMS program, call 1-855-NATPARA or go to
www.NATPARAREMS.com
Please see Important Safety Information throughout.
Please see Full Prescribing Information, including Boxed Warning for potential risk of osteosarcoma.

Hypoparathyroidism interferes with calcium homeostasis2
Hypoparathyroidism is a complex endocrine disorder characterized by absent or inappropriately low levels of PTH.3
• Calcium levels can be maintained through interactions that involve PTH and the bones, kidneys, intestines, and active
form of vitamin D2
• Insufficient endogenous PTH can interfere with certain processes of these organs which can lead to2,3:
– Decreased intestinal calcium absorption due to a decrease in the conversion of vitamin D to its active form
– Decreased renal reabsorption of calcium
– Decreased bone turnover

Sufficient endogenous PTH 2,4

Compromised endogenous PTH function can lead to hypocalcemia2,4
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Diagnosing hypoparathyroidisma
A diagnosis of hypoparathyroidism requires either undetectable or inappropriately
low levels of endogenous PTHb in the presence of hypocalcemia5,c
Lab tests can confirm hypoparathyroidism and rule out other conditions.5 Tests may include2,5:
• Serum total and ionized calcium levels

• BUN/creatinine or eGFR (estimated glomerular filtration rate)

• Intact PTH

• 25-hydroxyvitamin D (25-OH vitamin D)

• Phosphorus/Phosphate

• 24-hour urinary calcium

• Magnesium
In hypoparathyroidism, concentrations of active vitamin D and bone turnover markers are typically in the low-normal to low range.5

A physical examination should include testing for Chvostek’s and Trousseau’s signs2
Neuromuscular irritability is the most common sign of hypocalcemia. Presentation depends on the severity and duration
of hypocalcemia, and some patients may be asymptomatic.
Following neck surgery, chronic hypoparathyroidism is established only after 6 months.
By second- or third-generation immunoassay.
c
(Albumin-adjusted) confirmed on at least two occasions separated by at least 2 weeks.
a

b

Managing hypoparathyroidism requires careful monitoring5
In stable patients:

During dose adjustments:

• Serum calcium, phosphorous/phosphate, magnesium,
BUN/creatinine and eGFR at least yearly

• More frequent monitoring, often several times per week,
until a stable serum calcium concentration is achieved

• 24-hour urine collection for calcium and
creatinine yearly

Aim for low-normal, albumin-corrected total serum calcium levels5
For patients being treated for hypoparathyroidism, serum calcium levels are typically maintained at the lower end of the normal
range (approximately 8.0 to 9.0 mg/dL).5

Albumin-corrected total serum calcium levels1,2,4,5

TARGET RANGE
For people being treated
for hypoparathyroidism
8.0–9.0 mg/dL

HYPOCALCEMIA
<8.4 mg/dL

NORMAL SERUM
CALCIUM LEVELS
8.4–10.6 mg/dL

HYPERCALCEMIA
>10.6 mg/dL
3

It contains 84 amino acids and has a terminal half-life of approximately 3 hours1

NATPARA is administered once per day1
Mean (±SE) unadjusted PTH and albumin-corrected serum calcium concentration following
100 mcg SC administration in patients with hypoparathyroidism1

Plasma PTH, human concentration,
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100 µg rhPTH(1-84)
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NATPARA’s active ingredient is a recombinant human parathyroid
hormone (rhPTH)1

8.8
8.7

Treatment with NATPARA increases serum calcium levels, which are sustained for more than 24 hours after administration.
Mean peak serum calcium levels are reached between 10 and 12 hours following a single subcutaneous injection, and the
increase in serum calcium above baseline is sustained for more than 24 hours after administration.
Peak plasma concentrations of NATPARA occur within 5 to 30 minutes with a second, usually smaller, peak at 1 to 2 hours.

Important Safety Information
Contraindications
NATPARA is contraindicated in patients with a known hypersensitivity to any component of the product. Hypersensitivity reactions
(e.g., anaphylaxis, angioedema, and urticaria) have occurred with NATPARA.

Warnings and Precautions
Hypercalcemia: Severe hypercalcemia has been reported with NATPARA. The risk is highest when starting or increasing the
dose of NATPARA but can occur at any time. Monitor serum calcium and patients for signs and symptoms of hypercalcemia.
Treat hypercalcemia per standard practice and consider holding and/or lowering the dose of NATPARA if severe hypercalcemia
occurs.
Hypocalcemia: Severe hypocalcemia has been reported in patients taking NATPARA, including cases that resulted in seizures.
The risk is highest with interruption or discontinuation of NATPARA treatment but can occur at any time. Monitor serum calcium
and patients for signs and symptoms of hypocalcemia, and replace calcium and vitamin D if indicated in patients interrupting or
discontinuing NATPARA to prevent severe hypocalcemia.
Digoxin Toxicity: Hypercalcemia increases the risk of digoxin toxicity. In patients using NATPARA concomitantly with digoxin,
monitor serum calcium more frequently and increase monitoring when initiating or adjusting NATPARA dose.
Hypersensitivity: There have been reports of hypersensitivity reactions in patients taking NATPARA. Reactions included
anaphylaxis, dyspnea, angioedema, urticaria, and rash. If signs or symptoms of a serious hypersensitivity reaction occur,
discontinue treatment with NATPARA, treat hypersensitivity reaction according to the standard of care, and monitor until signs
and symptoms resolve. Monitor for hypocalcemia if NATPARA is discontinued.

Please see Important Safety Information throughout.
Please see Full Prescribing Information, including Boxed Warning
for potential risk of osteosarcoma.
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NATPARA is the first and only FDA-approved parathyroid hormone
treatment used as an adjunct to calcium and vitamin D to control
hypocalcemia in patients with hypoparathyroidism1
NATPARA was studied in a 24-week, randomized, double-blind, placebo-controlled
trial in 124 adults with hypoparathyroidism
Study design

OPTIMIZATION

BASELINE

TREATMENT
NATPARA or Placebo

Study population1 (NATPARA and Placebo Combined N=124 Patients)
Demographics
Mean age

47 (range of 19 to 74 years)

Gender

79% female, 21% male

Race

96% White

Duration of hypoparathyroidism (mean)

15 years

Etiology
Post-surgical

71%

Idiopathic

25%

DiGeorge syndrome

3%

Autoimmune

1%

Renal impairment

Run-in

2-16 WEEKS
Calcium supplements
and active vitamin D
doses were adjusted
to target an albumincorrected serum calcium
concentration between
8.0 and 9.0 mg/dL, and
25-hydroxyvitamin D
was replaced in patients
with insufficient stores.

Randomization
Patients were
randomized to either
50 mcg of NATPARA
(n=84) or placebo
(n=40).
At randomization,
active forms of
vitamin D were
reduced by 50%.

Titration

Maintenance

Mild

45%
10%

12 WEEKS

12 WEEKS

Moderate

NATPARA was increased
by 25 mcg increments
every 4 weeks up to a
maximum of 100 mcg,
as indicated for patients
who could not achieve
independence from active
vitamin D and who could
not reduce oral calcium
to 500 mg or less per day.

The daily dose
of NATPARA
established during
titration could be
reduced, but not
increased, in this
phase.7

At baseline after optimization with oral calcium and active vitamin D
Daily oral calcium (median)

2000 (1250, 3000) mg

Daily oral active vitamin D (median)

0.75 (0.5, 1) mcg calcitriol equivalent

Albumin-corrected serum calcium (mean)

8.6 mg/dL

Representation of how study participants may have taken
oral calcium and active vitamin D throughout the day

Doses of co-administered active forms of vitamin D
and calcium were adjusted to maintain albumincorrected serum calcium within a desired target
range (8.0–9.0 mg/dL) in both arms.

D

D D
AM

Ca

Ca

Ca

Ca

PM

0.25 mcg of active vitamin D
500 mg of oral calcium (maximum absorbable dose6)

Important Safety Information
Adverse Reactions
The most common adverse reactions associated with NATPARA and occurring in greater than 10% of individuals were:
paresthesia, hypocalcemia, headache, hypercalcemia, nausea, hypoaesthesia, diarrhea, vomiting, arthralgia, hypercalciuria
and pain in extremity.

Please see Important Safety Information throughout.
Please see Full Prescribing Information, including Boxed Warning for potential risk of osteosarcoma.
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The majority of NATPARA patients maintained serum calcium
at lower doses of calcium and active vitamin D (P<0.001)1,a

55

%

(46/84) of patients using NATPARA were able to meet the
primary endpoint at the end of treatment (Week 24), vs
3% (1/40) of patients on placebo (P<0.001) N=124

For the primary efficacy endpoint, patients had to fulfill all 3 components of a 3-part response criterion:

2

1

≥50%
reduction from baseline
oral calcium

+

achieved by 69%
of NATPARA patients,
vs 7.5% for placebo1

NATPARA helped 42% of patients
eliminate active vitamin D and reduce
oral calcium to 500 mg or less per day1

42%

3

≥50%
reduction from baseline
active vitamin D dose

achieved by 87%
of NATPARA patients,
vs 45% for placebo1

+

Normalized
or maintained
albumin-corrected total serum
calcium level (7.5–10.6 mg/dL)a

achieved by 87%
of NATPARA patients,
and 87% for placebo1

NATPARA demonstrated a
52% reduction in oral calcium1

52%
a

(35/84) of patients were taking ≤500 mg of calcium
daily and no vitamin D at the end of treatment (Week
24), vs 3% (1/40) of patients on placebo (P<0.001)

There were no differences in the proportion of patients with a serum calcium level between 7.5 and 10.6 mg/dL at the end
of treatment between subjects randomized to NATPARA (86.9%) and placebo (87.5%).1

Patients on NATPARA (n=84) experienced a 52%
reduction in their dose of calcium from baseline
compared with a 7% increase for patients on
placebo (n=40) (P<0.001)

Study details: A 24-week, randomized, multinational, double-blind, placebo-controlled phase 3 trial evaluated the efficacy
and safety of NATPARA in 124 adults with hypoparathyroidism after an optimization period of up to 16 weeks. Additional
study details can be found on the previous page.

Important Safety Information
WARNING: POTENTIAL RISK OF OSTEOSARCOMA
In male and female rats, parathyroid hormone caused an increase in the incidence of osteosarcoma (a malignant
bone tumor) that was dependent on dose and treatment duration. A risk to humans could not be excluded.
Because of the potential risk of osteosarcoma, prescribe NATPARA only to patients who cannot be wellcontrolled on calcium and active forms of vitamin D and for whom the potential benefits are considered
to outweigh the potential risk.
Avoid use of NATPARA in patients who are at increased baseline risk for osteosarcoma (including those with
Paget’s disease of bone or unexplained elevations of alkaline phosphatase, pediatric and young adult patients
with open epiphyses, patients with hereditary disorders predisposing to osteosarcoma or patients with a history
of prior external beam or implant radiation therapy involving the skeleton).
NATPARA is available only through a restricted program called the NATPARA REMS Program.

Please see Important Safety Information throughout.
Please see Full Prescribing Information, including Boxed Warning for potential risk of osteosarcoma.
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Adverse reactions reported in NATPARA clinical trials1
Managing Hypoparathyroidism:
One Patient’s Story

Adverse Reactions Reported in ≥5% of Patients and Occurring More Commonly
With NATPARA Compared to Placebo in Phase 3 Study (REPLACE)1
Common Adverse Reactions Associated With NATPARA Use in Patients With Hypoparathyroidism1
Placebo
(n=40)
%

NATPARA
(n=84)
%

Cece is in her 50s and is a community leader

Adverse Reaction

Etiology

Paraesthesia

25

31

• Thyroidectomy due to thyroid cancer

Hypocalcemia*

23

27

Headache

23

25

Early disease management

Hypercalcemia*

3

19

• Underwent 2 years of titration of calcium and active vitamin D

Nausea

18

18

• Took 3000 mg of oral calcium per day and 0.5 to 1 mcg of active
vitamin D, as well as magnesium, potassium, and thiazide
azide diuretics

Hypoaesthesia

10

14

Diarrhea

3

12

• Chronic hypoparathyroidism diagnosed 6 months after
ter surgery

dL
• Albumin-corrected total serum calcium was 7.5 mg/dL

Vomiting

0

12

Treatment course with NATPARA

Arthralgia

10

11

• Over the course of several months, titrated to 75 mcg
g of NATPARA,
as an adjunct to calcium and vitamin D

Hypercalciuria*

8

11

ay along with
• Gradual reduction to 1500 mg of oral calcium per day
0.25 mcg of active vitamin D

Pain in extremity

8

10

Upper respiratory tract infection

5

8

Abdominal pain upper

3

7

intained (8.6 mg/dL)
• Albumin-corrected total serum calcium has been maintained
Actual NATPARA Patient Ambassador

Sinusitis

5

7

Blood 25-hydroxycholecalciferol decreased

3

6

Hypertension

5

6

Hypoaesthesia facial

3

6

Neck pain

3

6

*Hypocalcemia combines reported events of hypocalcemia and blood calcium decreased, hypercalciuria combines reported events of hypercalciuria
and urine calcium increased, and hypercalcemia combines reported events of hypercalcemia and blood calcium increased.

Important Safety Information
Drug Interactions

Alendronate: Co-administration of alendronate and NATPARA leads to reduction in the calcium sparing effect, which can
interfere with the normalization of serum calcium. Concomitant use of NATPARA with alendronate is not recommended.

Use in Specific Populations

There are no adequate and well-controlled studies in pregnant women. Use during pregnancy only if the potential benefit
justifies the potential risk to the fetus.
The safety and efficacy in pediatric patients have not been established.

• Hypercalcemia1
– In the overall pivotal trial a greater proportion of patients on NATPARA had albumin-corrected serum calcium
above the normal range (8.4–10.6 mg/dL)
– More patients randomized to NATPARA had hypercalcemia in both the titration and maintenance phase
of the studya
• Hypocalcemia1
– The risk of hypocalcemia increases with NATPARA withdrawal. At the end of the trial, NATPARA and placebo were
withdrawn; calcium and active vitamin D were returned to baseline doses; and patients were followed for 4 weeks
– During this withdrawal phase, 20 subjects (24%) previously randomized to NATPARA experienced adverse
reactions of hypocalcemia in the post-treatment phase compared to 3 (8%) on placebo
All trial participants underwent a 50% reduction in active vitamin D dose at randomization.

a

Please see Important Safety Information throughout.
Please see Full Prescribing Information, including Boxed Warning for potential risk of osteosarcoma.
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NATPARA is a self-administered, once-daily, subcutaneous injection into alternating thighs.1
The goal of NATPARA treatment is to achieve serum calcium within the lower half of the
normal range.

Dosing guidelines for NATPARA1
Before initiating NATPARA and during treatment with NATPARA
• Confirm 25-hydroxyvitamin D stores are sufficient. If insufficient, replace to sufficient levels per standard of care
• Confirm serum calcium is above 7.5 mg/dL before starting NATPARA

INITIATE NATPARA

TITRATE DOSAGE

1

Initiate NATPARA 50 mcg once daily as a subcutaneous injection in the thigh (alternate thigh every day)

2

In patients using active forms of vitamin D, decrease the dose of active vitamin D by 50%, if serum calcium
is above 7.5 mg/dL

3

In patients using calcium supplements, maintain calcium supplement dose

4

Measure serum calcium concentration within 3 to 7 days

6

50 mcg

4

and

5

75 mcg

until target serum calcium levels are within the lower half of the normal range,

active vitamin D has been discontinued and calcium supplementation is sufficient to meet daily requirements

The recommended NATPARA dose is the minimum dose required to prevent both hypocalcemia and hypercalciuria.
No dose adjustment is recommended in patients with mild to moderate renal or hepatic impairment.

MONITOR TREATMENT

ADJUST FIRST

ADJUST SECOND

• Serum calcium

Serum Calcium

Active Vitamin D Forms

Calcium Supplement

• 24-hour urinary calcium

Above the Upper Limit of Normal (10.6 mg/dL)

Decrease or Discontinue*

Decrease

The maintenance dose should be the lowest dose that
achieves a total serum calcium (albumin-corrected)
within the lower half of the normal total serum calcium
range (ie, approximately 8 and 9 mg/dL), without the
need for active forms of vitamin D and with calcium
supplementation sufficient to meet daily requirements.

Decrease or Discontinue*

No change or decrease if active
vitamin D has been discontinued

Less than or equal to 9 mg/dL and above 8 mg/dL

No change

No change

Lower than 8 mg/dL

Increase

Increase

*Discontinue in patients receiving the lowest available dose.

100 mcg

25 mcg

Once a maintenance dose is achieved, regularly monitor
per standard of care:

Greater than 9 mg/dL and below the Upper Limit
of Normal (10.6 mg/dL)

ASSESS

ASSESS

Recommended
starting dose

Adjust dose of active vitamin D or calcium supplement or both based on serum calcium value and clinical
assessment (ie, signs and symptoms of hypocalcemia or hypercalcemia). Suggested adjustments to active
vitamin D and calcium supplement based on serum calcium levels are shown in the table below
Repeat steps

• The dose of NATPARA may be decreased to as low as 25 mcg per day if total serum calcium is consistently above 9 mg/dL
after the active form of vitamin D has been discontinued and calcium supplement has been decreased to a dose sufficient to
meet daily requirements
REMEMBER: After a NATPARA dose change, monitor clinical response as well as serum calcium. Adjust active
vitamin D and calcium supplements per steps 4-6 if indicated.

ADJUST VITAMIN D & CALCIUM

5

• The dose of NATPARA may be increased in increments of 25 mcg every 4 weeks, up to a maximum daily dose of 100 mcg, if
serum calcium cannot be maintained above 8 mg/dL without an active form of vitamin D and/or oral calcium supplementation

After 24 weeks, the majority of NATPARA patients had
been titrated up from the starting dose of 50 mcg.

Dose distribution at end of treatment

0

%

18

%

50 mcg/day

26

%

25 mcg/day*

56

%

100 mcg/day

75 mcg/day
*This dose was not part of the study.

Interruption or Discontinuation
Abrupt interruption or discontinuation of NATPARA can result in severe hypocalcemia. Resume treatment with, or increase the
dose of, an active form of vitamin D and calcium supplements if indicated in patients interrupting or discontinuing NATPARA,
and monitor for signs and symptoms of hypocalcemia and serum calcium levels. In the case of a missed dose, the next NATPARA
dose should be administered as soon as reasonably feasible and additional exogenous calcium should be taken in the event of
hypocalcemia. For full dosage and administration instructions, please see the Full Prescribing Information section 2.
12
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Frequently asked questions

Important Safety Information1

Q. Why does NATPARA have a boxed warning about osteosarcoma?

WARNING: POTENTIAL RISK OF OSTEOSARCOMA

A. During animal drug testing, NATPARA caused some rats to
develop osteosarcoma. The occurrence of osteosarcoma was
dependent on parathyroid hormone dose and treatment duration.

In male and female rats, parathyroid hormone caused an increase in the incidence of osteosarcoma (a malignant
bone tumor) that was dependent on dose and treatment duration. A risk to humans could not be excluded.
Because of the potential risk of osteosarcoma, prescribe NATPARA only to patients who cannot be well-controlled
on calcium and active forms of vitamin D and for whom the potential benefits are considered
to outweigh the potential risk.
Avoid use of NATPARA in patients who are at increased baseline risk for osteosarcoma (including those with
Paget’s disease of bone or unexplained elevations of alkaline phosphatase, pediatric and young adult patients
with open epiphyses, patients with hereditary disorders predisposing to osteosarcoma or patients with a history
of prior external beam or implant radiation therapy involving the skeleton).

The rats received 3 different doses of NATPARA, producing drug
levels in the body about 3 to 71 times the levels measured in
humans who received the maximum approved dose. These data
could not exclude a risk to humans. Because of a potential risk
of osteosarcoma, use NATPARA only in patients who cannot
be well-controlled on calcium and active forms of vitamin D
alone and for whom the potential benefits are considered
to outweigh this potential risk.
Instruct patients to promptly report signs and symptoms
of possible osteosarcoma such as persistent localized pain
or occurrence of a new soft tissue mass that is tender
to touch.
Q. Will my office be responsible
for training the patient?
A. OnePath will send a nurse educator
to the patient’s home to train them
on how to mix and inject NATPARA.
For more information, refer to the
Instructions for Use.

NATPARA FACTS
FDA Approval: January 2015

NATPARA is available only through a restricted program called the NATPARA REMS Program.

Contraindications
NATPARA is contraindicated in patients with a known hypersensitivity to any component of the product. Hypersensitivity reactions
(e.g., anaphylaxis, angioedema, and urticaria) have occurred with NATPARA.

Warnings and Precautions
Hypercalcemia: Severe hypercalcemia has been reported with NATPARA. The risk is highest when starting or increasing the dose
of NATPARA but can occur at any time. Monitor serum calcium and patients for signs and symptoms of hypercalcemia. Treat
hypercalcemia per standard practice and consider holding and/or lowering the dose of NATPARA if severe hypercalcemia occurs.
Hypocalcemia: Severe hypocalcemia has been reported in patients taking NATPARA, including cases that resulted in seizures. The
risk is highest with interruption or discontinuation of NATPARA treatment but can occur at any time. Monitor serum calcium and
patients for signs and symptoms of hypocalcemia, and replace calcium and vitamin D if indicated in patients interrupting or
discontinuing NATPARA to prevent severe hypocalcemia.
Digoxin Toxicity: Hypercalcemia increases the risk of digoxin toxicity. In patients using NATPARA concomitantly with digoxin,
monitor serum calcium more frequently and increase monitoring when initiating or adjusting NATPARA dose.
Hypersensitivity: There have been reports of hypersensitivity reactions in patients taking NATPARA. Reactions included
anaphylaxis, dyspnea, angioedema, urticaria, and rash. If signs or symptoms of a serious hypersensitivity reaction occur,
discontinue treatment with NATPARA, treat hypersensitivity reaction according to the standard of care, and monitor until signs
and symptoms resolve. Monitor for hypocalcemia if NATPARA is discontinued.

Patients Prescribed*: more than 4,058

Adverse Reactions

*As of August 2018 based on Shire data on file

The most common adverse reactions associated with NATPARA and occurring in greater than 10% of individuals were:
paresthesia, hypocalcemia, headache, hypercalcemia, nausea, hypoaesthesia, diarrhea, vomiting, arthralgia, hypercalciuria
and pain in extremity.

Drug Interactions
Alendronate: Co-administration of alendronate and NATPARA leads to reduction in the calcium sparing effect, which can
interfere with the normalization of serum calcium. Concomitant use of NATPARA with alendronate is not recommended.

OnePath®: A product support team
to help your patients get started
With OnePath, each eligible patient is matched with his/her own
Patient Support Manager, Patient Access Manager, and Nurse Educator
who can address questions and assist with:
• Facilitating insurance benefits verification
• Providing information about financial assistance options
• Injection training

Use in Specific Populations
There are no adequate and well-controlled studies in pregnant women. Use during pregnancy only if the potential benefit
justifies the potential risk to the fetus.
The safety and efficacy in pediatric patients have not been established.
References: 1. NATPARA [package insert]. Shire-NPS Pharmaceuticals, Inc. 2. Shoback D. Clinical Practice. Hypoparathyroidism. N Engl J Med.
2008;359(4):391-403. 3. Bilezikian JP, Khan A, Potts JT Jr, et al. Hypoparathyroidism in the adult: epidemiology, diagnosis, pathophysiology, target-organ
involvement, treatment, and challenges for future research. J Bone Miner Res. 2011;26(10):2317-2337. 4. Fong J, Khan A. Hypocalcemia: updates in
diagnosis and management for primary care. Can Fam Physician. 2012;58(2):158-162. 5. Brandi ML, Bilezikian JP, Shock D, et al. Management of
hypoparathyroidism: summary statement and guidelines [published online ahead of print March 4, 2016]. J Clin Endocrinol Metab. doi:
10.1210/jc.2015-3907. 6. National Institutes of Health. Calcium fact sheet for consumers. https://ods.od.nih.gov/factsheets/Calcium-Consumer/. Updated
June 1, 2016. Accessed July 27, 2016. 7. Mannstadt M, Clarke BL, Vokes T, et al. Efficacy and safety of recombinant human parathyroid hormone (1-84) in
hypoparathyroidism (REPLACE): a double-blind, placebo-controlled, randomised, phase 3 study. Lancet Diabetes Endocrinol. 2013;1(4):275-283.

• In-home product delivery
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Please see Full Prescribing Information, including Boxed Warning for
potential risk of osteosarcoma.

15

NATPARA reduced the need for oral calcium and active vitamin D
in patients with hypoparathyroidism1

55

42

%

%

(46/84) of NATPARA patients were
able to reduce daily calcium and
vitamin D supplements by ≥50%
while maintaining serum calcium
levels (7.5–10.6 mg/dL), vs 3%
(1/40) on placebo (P<0.001)1,a

a

(35/84) of NATPARA patients
eliminated active vitamin D and
reduced oral calcium to 500 mg
or less per day, vs 3% (1/40)
on placebo (P<0.001)1

ONCE-DAILY

1
NATPARA is a once-daily, subcutaneous
injection. OnePath®, Shire’s product
support service, coordinates with a
Nurse Educator to provide patients
training on how to mix, administer,
and store NATPARA1

There were no differences in the proportion of patients with a serum calcium level between 7.5 and 10.6 mg/dL at the end of treatment
between subjects randomized to NATPARA (86.9%) and placebo (87.5%).1

Learn more at NATPARA.com/hcp
The first step to getting a patient started on NATPARA is to become
certified in the NATPARA REMS Program. Learn more at NATPARAREMS.com

Indications and Usage
NATPARA is a parathyroid hormone indicated as an adjunct to calcium and vitamin D to control hypocalcemia in patients
with hypoparathyroidism.
Limitations of Use:
• Because of the potential risk of osteosarcoma, NATPARA is recommended only for patients who cannot be well-controlled
on calcium supplements and active forms of vitamin D alone.
• NATPARA was not studied in patients with hypoparathyroidism caused by calcium-sensing receptor mutations.
• NATPARA was not studied in patients with acute post-surgical hypoparathyroidism.

Important Safety Information
WARNING: POTENTIAL RISK OF OSTEOSARCOMA
In male and female rats, parathyroid hormone caused an increase in the incidence of osteosarcoma (a malignant
bone tumor) that was dependent on dose and treatment duration. A risk to humans could not be excluded.
Because of the potential risk of osteosarcoma, prescribe NATPARA only to patients who cannot be well-controlled
on calcium and active forms of vitamin D and for whom the potential benefits are considered to outweigh the
potential risk.
Avoid use of NATPARA in patients who are at increased baseline risk for osteosarcoma (including those with
Paget’s disease of bone or unexplained elevations of alkaline phosphatase, pediatric and young adult patients
with open epiphyses, patients with hereditary disorders predisposing to osteosarcoma or patients with a history
of prior external beam or implant radiation therapy involving the skeleton).
NATPARA is available only through a program called the NATPARA REMS Program.

Please see Full Prescribing Information, including Boxed Warning for
potential risk of osteosarcoma.
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