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Dear Healthcare Provider, 

Thank you for your inquiry regarding IGALMI™ (dexmedetomidine) sublingual film and bradycardia/sinus 
bradycardia. 

IGALMI is an alpha-2 adrenergic receptor agonist indicated in adults for the acute treatment of agitation 
associated with schizophrenia or bipolar I or II disorder.  

IGALMI is an orally dissolving film formulation for sublingual or buccal use under the supervision of a health care 
provider. 

Limitations of Use: The safety and effectiveness of IGALMI have not been established beyond 24 hours from 
the first dose. 

The approved IGALMI package insert/prescribing information provides the following information: 
 

• IGALMI causes dose-dependent bradycardia. 
 

• In IGALMI phase 3 clinical trials, a total of 5 participants experienced bradycardia: 3 (1.2%) subjects in the 
180 mcg group and 2 (0.8%) subjects in the 120 mcg group. Of the 5 cases, 4 were rated mild in severity 
and 1 (120 mcg group) was rated as moderate in severity. Of the 3 cases of bradycardia in the 180 mcg 
group, 2 were considered to be not clinically meaningful, and the 2 cases of bradycardia in the 120 mcg 
group were considered to be clinically meaningful.  

 
• Five subjects experienced sinus bradycardia: 2 (0.8%) subjects in the 180 mcg group and 3 (1.2%) subjects 

in the 120 mcg group. All cases were rated mild in severity. Of the 2 cases of sinus bradycardia in the 180 
mcg group, 1 was not clinically meaningful. Of the 3 cases of sinus bradycardia in the 120 mcg group, 1 
was not clinically meaningful.  

 
• In addition to investigator reported AEs of bradycardia, additional cases were identified by prespecified 

heart rate criteria. In phase 3 clinical trials, 7%, 6%, and 1% of patients treated with 180 mcg of IGALMI, 
120 mcg of IGALMI, and placebo, respectively, experienced HR ≤ 50 beats per minute within 2 hours of 
dosing. In clinical studies with IGALMI, patients were excluded if they had treatment with alpha-1 
noradrenergic blockers, benzodiazepines, other hypnotics or antipsychotic drugs four hours prior to study 
drug administration; had a history of syncope or syncopal attacks; SBP < 110 mmHg; DBP <70 mmHg; HR 
< 55 beats per minute; or had evidence of hypovolemia or orthostatic hypotension.   
 

• Because clinical trials are conducted under conditions that differ in important ways from real world 
clinical practice, adverse reactions observed in clinical trials cannot be compared across different drugs 
and may differ from what is observed in clinical practice.  

 
• Because IGALMI decreases sympathetic nervous system activity, bradycardia may be more pronounced in 

patients with hypovolemia, diabetes mellitus, or chronic hypertension, and in geriatric patients. 
 

• No placebo-treated subject experienced bradycardia or sinus bradycardia.  
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Additional published information may be available for intravenous (IV) and intrathecal dexmedetomidine. Please 
refer to the bibliography below. This bibliography is not comprehensive but may provide additional information 
relevant to your query. These references were identified from the National Library of Medicine (PubMed) on 
201June 2023 using search terms [dexmedetomidine] and [bradycardia] and may include information outside the 
FDA approved indication for IGALMI.  They are included as a professional courtesy and are not intended to 
recommend use of IGALMI outside the FDA approved indication. 
 
Important Information 
BioXcel Therapeutics does not recommend the use of IGALMI outside of the FDA approved prescribing 
information. Please refer to the IGALMI FDA approved package insert for important safety information and full 
prescribing information at https://www.igalmihcp.com/igalmi-pi.pdf 
 
 
If you have any additional questions and would like to speak with our Medical Affairs team, please contact 
medicalaffairs@bioxceltherapeutics.com. 
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For U.S. Healthcare Professionals Use Only 

This information is provided as a professional courtesy in response to your unsolicited request for information 
and may contain information that is not part of the FDA-approved labeling. This information is intended to 
provide pertinent data that may assist you in forming your own conclusions and making your own decisions. It is 
not intended to recommend any use of IGALMI other than recommended in the FDA-approved prescribing 
information. 

The information contained in this letter is for the sole use of the intended recipient(s). It is for informational 
purposes only and not intended for publication or distribution. 

To report SUSPECTED ADVERSE REACTIONS, contact BioXcel Therapeutics, Inc. at 1-833-201-1088 or 
medinfo@bioxceltherapeutics.com or FDA at 1-800-FDA-1088 or www.fda.gov/medwatch 

http://www.fda.gov/medwatch

