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Dear Healthcare Provider,

On behalf of Ferring Pharmaceuticals, | am pleased to share that STIMATE® (desmopressin acetate) Nasal
Spray is anticipated to be available in the United States beginning in October 2026. As clinicians caring for
patients with bleeding disorders, we wanted to inform you of this important milestone.

STIMATE has been unavailable in the U.S. since 2020 due to a packaging-related issue, which has now been
resolved, and on July 8, 2026, STIMATE received approval from the U.S. Food and Drug Administration. We
recognize this gap in availability may have impacted treatment options and are pleased to reintroduce STIMATE
for appropriate patients.

STIMATE is indicated for patients with hemophilia A with factor VIII coagulant activity levels greater than 5%
without factor VIl antibodies, and for patients with mild to moderate classic von Willebrand’s disease (Type 1)
with factor VIl levels greater than 5%, to maintain hemostasis during surgical procedures and postoperatively,
and to reduce bleeding with episodes of spontaneous or traumatic injuries such as hemarthroses, intramuscular
hematomas, mucosal bleeding, or menorrhagia’.

STIMATE is expected to be available through typical wholesaler and retail pharmacy channels beginning
October 2026. Healthcare professionals may sign up for updates at stimatehcp.com, and we welcome the
opportunity to provide additional information as needed.

Thank you for the critical care you provide to patients with bleeding disorders. We look forward to staying in
touch.

IMPORTANT SAFETY INFORMATION
INDICATIONS

STIMATE is indicated for patients with hemophilia A with factor VIl coagulant activity levels greater than 5%

without factor VIl antibodies to:

* Maintain hemostasis during surgical procedures and postoperatively

* Reduce bleeding with episodes of spontaneous or traumatic injuries such as hemarthroses, intramuscular
hematomas, or mucosal bleeding

STIMATE is indicated for patients with mild to moderate von Willebrand’s disease (Type |) with factor VIl levels

greater than 5% to:

* Maintain hemostasis during surgical procedures and postoperatively

* Reduce bleeding with episodes of spontaneous or traumatic injuries such as hemarthroses, intramuscular
hematomas, mucosal bleeding, or menorrhagia.

Limitations of Use
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Desmopressin acetate is not indicated for the treatment of severe von Willebrand’s disease (Type |) and when
there is evidence of an abnormal molecular form of factor VIII antigen.

CONTRAINDICATIONS
STIMATE is contraindicated in patients with:

» Known hypersensitivity to desmopressin acetate or to any of the components of STIMATE. Severe allergic
reactions and anaphylaxis have been reported

* Hyponatremia or a history of hyponatremia

*  Type IIB von Willebrand's disease

*  Known or suspected syndrome of inappropriate antidiuretic hormone (SIADH) secretion

WARNINGS AND PRECAUTIONS
Hyponatremia

Serious and fatal hyponatremia may occur with STIMATE use. Excessive fluid intake when urine output is limited
by the antidiuretic effect of desmopressin may lead to water intoxication with hyponatremia. Cases of
hyponatremia have been reported from post-marketing experience in patients treated with desmopressin
acetate. Unless properly diagnosed and treated, hyponatremia can be fatal.

Observe patients receiving STIMATE for the following: headache, nausea/vomiting, decreased serum sodium,
weight gain, restlessness, malaise, fatigue, lethargy, disorientation, depressed reflexes, loss of appetite,
irritability, muscle weakness, muscle spasms or cramps, and abnormal mental status such as hallucinations,
decreased consciousness, and confusion. Severe symptoms due to an extreme decrease in serum sodium and
plasma osmolality may include one or a combination of the following: seizure, coma, and/or respiratory arrest.

Advise patients to restrict fluids. Careful fluid intake restriction is particularly important in pediatric and geriatric
patients because these patients are at greater risk of developing hyponatremia. More frequent monitoring of
serum sodium levels is recommended in the following patients: those with conditions associated with fluid and
electrolyte imbalance, such as cystic fibrosis, heart failure, renal disorders, habitual or psychogenic polydipsia or
those taking concomitant drugs that may cause hyponatremia or are known to induce SIADH.

Hypotension and Hypertension

STIMATE may cause changes in blood pressure. Changes have included elevation or reduction in blood
pressure which may also cause a compensatory increase in heart rate. Monitor blood pressure and pulse more
frequently if used in patients with coronary artery insufficiency and/or hypertensive cardiovascular disease.
Altered Absorption in Patients with Nasal Mucosa Abnormalities

Since STIMATE is used intranasally, changes in the nasal mucosa such as scarring, edema, or other disease
may cause erratic, unreliable absorption in which case STIMATE should be discontinued until the nasal
problems resolve. Avoid use of STIMATE in such patients and consider use of other formulations of
desmopressin acetate given by other routes of administration.

Hypersensitivity Reactions



FERRING

STIMATE is contraindicated in patients with known hypersensitivity to desmopressin acetate or to any of the
components of STIMATE. Severe allergic reactions, including fatal anaphylaxis, have been reported with
desmopressin. It is not known whether antibodies to desmopressin acetate are produced after repeated
administration.

Increased Risk of Thrombosis in Patients with von Willebrand’s Disease Type IIB

STIMATE is contraindicated in patients with Type IIB von Willebrand's disease. Use of STIMATE in patients with
Type IIB von Willebrand’s disease may result in platelet aggregation, thrombocytopenia, and possibly
thrombosis.

ADVERSE REACTIONS

Adverse reactions that have been identified in patients administered STIMATE are headache, eye redness,
tachycardia, flushing, nasal congestion, rhinitis, epistaxis, nausea and abdominal pain

PLEASE SEE THE FULL PRESCRIBING INFORMATION

Warm regards,

Olga Tarasova
Chief Medical Officer
Ferring Pharmaceuticals U.S.
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