
Characterization of Comorbid Post-traumatic Stress Disorder and Major Depressive Disorder
Utilizing Ketamine as an Experimental Medicine Probe
Status: Recruiting

Eligibility Criteria
Sex: All
Age: 18 Years to 75 Years old

Inclusion Criteria:

For the PTSD+MDD group, inclusion criteria are: Female/Male veterans 18 to 75 years old Meets DSM-5 criteria for MDD, single or recurrent, moderate-severe without psychotic
features Meets DSM-5 criteria for chronic PTSD or subthreshold PTSD [meets criterion A (traumatic event), criterion B (intrusion symptoms), and 2 of the following 3 criteria: C
(avoidance symptoms), D (negative alterations in cognitions and mood), or E (marked alterations in arousal and reactivity)] If applicable, 6 weeks of stable antidepressants/augmenting
agents Sixth grade reading level Ability to provide consent For the Healthy Controls group, inclusion criteria are: Female/Male veterans 18 to 75 years old Does not meet DSM-5 criteria
for MDD, single or recurrent, moderate-severe without psychotic features Does not meet DSM-5 criteria for chronic PTSD or subthreshold PTSD Not on medications for managing a
psychiatric indication Sixth grade reading level Ability to provide consent For the Depression-only group, inclusion criteria are: Female/Male veterans 18 to 75 years old Experienced a
traumatic event that meets DSM-5 criterion A for a diagnosis of PTSD but does not meet sufficient criteria (B-E) necessary for a diagnosis of PTSD or subthreshold PTSD Meets criteria
for MDD, single or recurrent, moderate-severe If applicable, 6 weeks of stable antidepressants/augmenting agents Sixth grade reading level Ability to provide consent For the PTSD-
only group, inclusion criteria are: Female/Male veterans 18 to 75 years old Meets DSM-5 criteria for chronic PTSD or subthreshold PTSD [meets criterion A (traumatic event), criterion B
(intrusion symptoms), and 2 of the following 3 criteria: C (avoidance symptoms), D (negative alterations in cognitions and mood), or E (marked alterations in arousal and reactivity)]
Does not meet DSM-5 criteria for MDD, single or recurrent, moderate-severe without psychotic features If applicable, 6 weeks of stable antidepressants/augmenting agents Sixth grade
reading level Ability to provide consent

Exclusion Criteria:

For the PTSD+MDD group, exclusion criteria are: Inability or unwillingness to provide written informed consent Moderate/severe cognitive impairment Current or lifetime diagnosis of
psychosis-related disorder, bipolar I or II disorder, substance-induced mood disorder, or any mood disorder due to a general medical condition History of moderate or severe traumatic
brain injury History of comorbid substance disorder within 1 month of screening Prior use of ketamine as an antidepressant Clinically unstable medical illness For women: pregnancy
(confirmed by baseline lab test), the initiation of female hormonal treatments within 3 months of screening, or inability or unwillingness to use a medically accepted contraceptive
method for the duration of the study Imminent risk of suicidal/homicidal ideation and/or behavior Inability to undergo MRI (i.e. claustrophobia, ferromagnetic implants, etc.) For the
Healthy Controls group, exclusion criteria are: Inability or unwillingness to provide written informed consent Moderate/severe cognitive impairment History of any major medical or
psychiatric disorders Current or lifetime diagnosis of psychosis-related disorder, bipolar I or II disorder, substance-induced mood disorder, or any mood disorder due to a general
medical condition History of moderate or severe traumatic brain injury History of comorbid substance disorder within 1 month of screening Prior use of ketamine as an antidepressant
Clinically unstable medical illness For women: pregnancy (confirmed by baseline lab test), the initiation of female hormonal treatments within 3 months of screening, or inability or
unwillingness to use a medically accepted contraceptive method for the duration of the study Imminent risk of suicidal/homicidal ideation and/or behavior Inability to undergo MRI (i.e.
claustrophobia, ferromagnetic implants, etc.) For the Depression-only group, exclusion criteria are: Inability or unwillingness to provide written informed consent Moderate/severe
cognitive impairment Meet DSM-5 criteria for PTSD or subthreshold PTSD Current or lifetime diagnosis of psychosis-related disorder, bipolar I or II disorder, substance-induced mood
disorder, or any mood disorder due to a general medical condition History of moderate or severe traumatic brain injury History of comorbid substance disorder within 1 month of
screening Prior use of ketamine as an antidepressant Clinically unstable medical illness For women: pregnancy (confirmed by baseline lab test), the initiation of female hormonal
treatments within 3 months of screening, or inability or unwillingness to use a medically accepted contraceptive method for the duration of the study Imminent risk of suicidal/homicidal
ideation and/or behavior Inability to undergo MRI (i.e. claustrophobia, ferromagnetic implants, etc.) For the PTSD-only group, exclusion criteria are: Inability or unwillingness to provide
written informed consent Moderate/severe cognitive impairment Meet DSM-5 criteria for a diagnosis of MDD, single or recurrent, moderate to severe Current or lifetime diagnosis of
psychosis-related disorder, bipolar I or II disorder, substance-induced mood disorder, or any mood disorder due to a general medical condition History of moderate or severe traumatic
brain injury History of comorbid substance disorder within 1 month of screening Prior use of ketamine as an antidepressant Clinically unstable medical illness For women: pregnancy
(confirmed by baseline lab test), the initiation of female hormonal treatments within 3 months of screening, or inability or unwillingness to use a medically accepted contraceptive
method for the duration of the study Imminent risk of suicidal/homicidal ideation and/or behavior Inability to undergo MRI (i.e. claustrophobia, ferromagnetic implants, etc.)

Conditions & Interventions
Conditions:
Major Depressive Disorder, Post-Traumatic Stress Disorders
Keywords:
adjuvants, anesthesia, analgesics, anesthetics, anesthetics, dissociative, anesthetics, general, anesthetics, intravenous, anxiety disorders, behavioral symptoms, central nervous
system agents, central nervous system depressants, depression, depressive disorder, depressive disorder, treatment-resistant, excitatory amino acid agents, excitatory amino acid
antagonists, hypnotics and sedatives, ketamine, mental disorders, molecular mechanisms of pharmacological action, mood disorders, neurotransmitter agents, peripheral nervous
system agents, pharmacologic actions, physiological effects of drugs, psychotropic drugs, sensory system agents, stress disorders, post-traumatic, stress disorders, traumatic,
therapeutic uses

More Information
Description: Note: The Minneapolis Veterans Affairs (VA) Health Care Systems (MVAHCS) Institutional Review Board (IRB) will oversee this research study under the main protocol
(#VAM-18-00364). This local protocol addendum addresses neuroimaging at the University of Minnesota Center for Magnetic Resonance Research (UMN CMRR). Please note that we
have selected "No" to the Drugs question in ETHOS, as the VA IRB approval covers the Ketamine use; only neuroimaging at CMRR is included in the UMN IRB portion of this study.
Contact(s): Sey Lee - leex6682@umn.edu
Principal Investigator: Cristina Albott
Phase: NA
IRB Number: STUDY00007264
System ID: STUDY00007264

Thank you for choosing StudyFinder. Please visit http://studyfinder.umn.edu to find a Study which is right for you and contact sfinder@umn.edu if you have questions or need
assistance.


