GUIDANCE DOCUMENT 

Informed Consent Language for Medications That Commonly Cause Drowsiness

Aurora Health Care’s Research Subject Protection Program (RSPP)

The purpose of this guidance document is to provide language to be added to the risks section of the informed consent for studies that includes medication(s) that commonly cause drowsiness.   Below is a list of medication classes that commonly have this effect:

Medications Classes That Commonly Cause Drowsiness

	Drug Class
	Examples

	Opioids/Narcotics
	morphine, codeine, hydrocodone, oxycodone, hydromorphone, fentanyl

	Analgesics
	tramadol, ibuprofen

	Antidepressants and anti-anxiety agents
	trazodone, nefazodone, buspirone

TCAs:  amitriptyline, nortriptyline, imipramine, doxepin

SSRI:  sertraline, citalopram, escitalopram, venlafaxine 

	Anti-insomnia agents
	ezciclopine (Lunesta), zolpidem (Ambien), zaleplon (Sonata), ramelteon (Rozerem)

	Benzodiazepines
	lorazepam, diazepam (Valium), triazolam, temazepam, flurazepam, quazepam, estazolam

	Antihistamines (more common with first generation than second generation agents)
	First generation:  Diphenhydramine, doxylamine, promethazine (Phenergan), pyrilamine, chlorpheniramine, brompheniramines

Second generation:  loratadine (Claritin), fexofenadine (Allegra), cetirizine (Zyrtec)

	Antipsychotics
	haloperidol, trifluoperazine, thioridazine, olanzapine, risperidone, quetiapine, clozapine

	Muscle Relaxants
	cyclobenzaprine, carisoprodol, metaxalone, methocarbamol

	Barbiturates
	secobarbital, pentobarbital

	Antiepileptics
	phenytoin, lamotrigine, valproic acid, carbamazepine

	Miscellaneous
	Valerian root (herbal product), melatonin


For studies that utilize any medication(s) listed above, include the following language in the "What are the risks to you from participating in the study" section:

[Name of medication(s)] may cause drowsiness. It may impair your ability to perform tasks that require your full attention, such as your job or driving. Drowsiness may decrease over time as you adjust to its effects. You should ask your study doctor if you need to restrict your activities and for how long.

If you have any questions, please contact the RSPP office.
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