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HIGHLIGHTS OF PRESCRIBING INFORMATION  
These highlights do not include all the information needed to 
use QUILLIVANT XR ® safely and effectively.  See full 
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FULL PRESCRIBING INFORMATION 

 

WARNING:  ABUSE AND DEPENDENCE 

CNS stimulants, including QUILLIVANT  
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2.3   
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temporary slowing in growth rate (on average, a total of about 2 cm less growth in height and 
2.7 kg less growth in weight over 3 years), without evidence of growth rebound during this 
period of development. 

Closely monitor growth (weight and height) in pediatric patients treated with CNS stimulants, 
including QUILLIVANT XR. Patients who are not growing or gaining height or weight as 
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methylphenidate extended-�U�H�O�H�D�V�H���S�U�R�G�X�F�W�V�����7�K�H���P�R�V�W���F�R�P�P�R�Q�����•�������L�Q���W�K�H���4�8�,�/�/�,�9�$�1�7���;�5��
group and greater than placebo) adverse reactions reported in the Phase 3 controlled study 
conducted in 45 ADHD patients (ages 6 to 12 years) were affect lability, excoriation, initial 
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8 USE IN SPECIFIC POPULATIONS 

8.1 Pregnancy 

Pregnancy Exposure Registry 

There is a pregnancy exposure registry that monitors pregnancy outcomes in women exposed to 
ADHD medications during pregnancy. Healthcare providers are encouraged to register patients 
by calling the National Pregnancy Registry for Psychostimulants at 1-866-961-2388 or visiting 
online at https://womensmentalhealth.org/clinical-and-research-
p
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8.2 Lactation 

Risk Summary 

Limited published literature reports that methylphenidate is present in human milk, which 
�U�H�V�X�O�W�H�G���L�Q���L�Q�I�D�Q�W���G�R�V�H�V���R�I���������������W�R�������������R�I���W�K�H���P�D�W�H�U�Q�D�O���Z�H�L�J�K�W-adjusted dosage and a 
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12.2 
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Figure 3: Absolute SKAMP-Combine
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Advise patients, caregivers, and family members that there is a potential for serious 
cardiovascular risks including sudden death, myocardial infarction, and stroke with 
QUILLIVANT  XR us
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Manufactured by: 
Tris Pharma, Inc.  
Monmouth Junction, NJ 08852 

 
LB8529  Rev. 01  06/2021 
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Call your health care provider right away if you or your child have any new or 
worsening mental symptoms or problems while taking QUILLIVANT XR, especially 
seeing or hearing things that are not real, believing things that are not real, or are 
suspicious. 

3. Circulation problems in fingers and toes [Peripheral vasculopathy, including Raynaud’s 
phenomenon]: 
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�x Check and make sure that the QUILLIVANT 
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This product’s label may have been updated. For current full prescribing information, please 
visit www.trispharma.com. 

Distributed by:  

 

Manufactured by: 
Tris Pharma, Inc. 
Monmouth Junction, NJ 08852 

LB8529 Rev. 01 06/2021 
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Step 4. Uncap the bottle and check that the bottle adapter has 
been fully inserted into the bottle (See Figure D). 
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Step 5. Check the QUILLIVANT XR dose in milliliters (mL) 
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Step 11. 


