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Opportunity for Human Subject Research 

Name of the Study 

Riluzole for PTSD: efficacy of a Glutamatergic Modulator as Augmentation Treatment for Posttraumatic Stress 
Disorder 

Category        Enrollment Closing Date 

RCT/ Medication Trial/PTSD__     09/30/2016__ 

 

Description 

The purpose of this study is to determine whether Riluzole is effective in the augmentation treatment of post-traumatic 

stress disorder (PTSD) that is experienced by Active Duty military service members and Operation Enduring Freedom (OEF), 

Operation Iraqi Freedom (OIF), and Operation New Dawn (OND) veterans who have not had symptom reduction after one or 

more kinds of medications or therapies. The trial is an eight week, randomized, double-blind, placebo-controlled, parallel 

study trial. This is a multi-site study, taking place at the Walter Reed National Military Medical Center and the Syracuse VA 

Medical Center.  

Requirements 

Inclusion Criteria: 

 Active-duty service member or an Operation Iraqi Freedom (OIF), Operation Enduring Freedom (OEF), or Operation 

New Dawn (OND) veteran. 

 Clinical diagnosis of PTSD and have not achieved remission with an adequate trial of SSRI or SNRI medication 

treatment (8 weeks). 

Exclusion Criteria: 

1. Female subjects of childbearing capacity who test positively for ß-HCG, or are either self-reporting as 

pregnant, planning to become pregnant, or nursing. 

2. Presence of psychotic features. 

3. Unable to provide informed consent or comply with study procedures. 

4. Previous treatment with riluzole. 

5. Serious, unstable illnesses including hepatic, renal, gastroenterological, respiratory, cardiovascular 

(including ischemic heart disease), endocrinologic, neurologic, immunologic, hematologic disease, or HIV. 
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This includes individuals with a history of COPD by diagnosis as well as persons taking inhalers for Asthma 

or Reactive Airway Disease. 

6. Clinically significant abnormal levels (3x ULN or greater) of serum transaminases (ALT/SGPT; AST/SGOT), 

current or past blood dyscrasia. 

7. Subjects with uncorrected hypothyroidism or hyperthyroidism. 

8. DSM-IV alcohol or substance abuse or dependence within 90 days of the screening visit. 

9. Treatment with a reversible MAOI, guanethidine, or guanadrel within 1 week. Use of antidepressant and 

sedative/hypnotic drugs at stable dose is permitted. 

10. Subjects with a current or past history of other axis I disorders including schizophrenia, schizoaffective 

disorder, bipolar disorder or dementia. However, those with a co-morbid history of other Axis I disorder like 

major depression, dysthymia or other anxiety disorders will be included; the justification for this is that 

approximately 70% of subjects with PTSD have co-morbid depression and or alcohol abuse, and restricting 

the sample to PTSD patients without depression will not accurately reflect the scope of this disorder. 

11. Patients who are currently at high risk for homicide or suicide. 

12. Current or planned litigation regarding the traumatic event. 

13. Patients who recently started trauma focused cognitive behavioral psychotherapy. 

14. Patient's actively enrolled in an evidence based psychotherapy treatment (e.g., Cognitive Processing 

Therapy or Prolonged Exposure Therapy) will be excluded until that therapy has concluded, but may be re-

approached at that time if patient self-report or clinician referral suggests persistent PTSD symptoms upon 

conclusion of that treatment. 

15. Use of benzodiazepines. 

Benefits 

Taking part in this study may not personally help you, but your participation may lead to knowledge about a new 

medicine for the treatment of PTSD that might improve the symptoms of this condition in other people who are not 

having improvement under their current medication. Participants will be reimbursed for their time, up to $515.00. 

Contact Information 

Name ___Dr. Kyle Possemato- Principal Investigator 

Shannon McKenzie- Research Coordinator______ 

Phone __315-425-4400X53551 or 315-425-4400 X53954__ 

Email __Kyle.Possemato@va.gov  Shannon.McKenzie@va.gov  
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