
FAQs for PASA RFA#2 (FY17, Round 1): 
(For Posting directly onto: https://pasa.rti.org/About/Grant-Program) 

 
Q1: Can a civilian non-Veterans Administration (VA) and non-military study 
population be used for these proposed studies? 
 
A1: No, although any institution can apply, a VA/military affiliation is expected and the 
study population must be drawn from a VA or military base. The proposal does not 
prohibit other sites but does note that a lack of focus on military and/or veterans will 
likely not be positively reviewed and that the anticipation is that the study will be largely 
conducted in the military and VA setting.  
 
More details are provided in Section 1.D and 3.C.1 of the RFA. You will notice in 1.D 
that the Consortium can work with your group to identify potential sites for inclusion in 
your study and that the submission requirements in 3.C.1 reference in multiple places 
the use of and applicability to military populations and settings. 
 
Likewise, there is no requirement that the lead clinical PI (corresponding PI) has to have 
a pre-existing affiliation with a VA or base. However, the RFA does requires 
demonstration of the PI’s (and collaborators) suitability for the proposed research which 
must have applicability to the military/VA settings and also requires details of the 
collaboration with DoD and VA personnel. 
 
The proposals are ultimately reviewed and approved by a government steering 
committee comprising individuals from the DoD and thus the focus of their review will be 
in how the proposals best potentially benefit the military populations they represent. 
 
If you have civilian sites that you would be interested in including and potential interest 
in also collaborating with NIAAA, there is additional helpful information in Section 1.B of 
the RFA (page 3), specifically contact information for exploring potential co-funding from 
NIAAA. 
 
Q2: Can subjects be recruited from overseas for these proposed studies? 
 
A2: There is no mechanism/provision for recruiting subjects that are overseas. 

 
Q3: Are study sites available for a pharmaceutical company to contact through 
the PASA consortium for conducting an FDA Phase II clinical trial? 
 
A3: Yes, if a pharmaceutical company has a medication that already has an IND and is 
ready for FDA Phase II testing in substance use disorders (SUD), then the PASA 
consortium can help the company contact clinical testing sites in the consortium for 
testing that medication.   
 
Q4: What sort of medications are suitable for these proposed studies?  
 



A4: Medications best suited for a PASA clinical trial if they have potential efficacy for 
substance use disorders (SUD) and post-traumatic stress disorder (PTSD).  This 
potential efficacy might be indicated by previous animal models or human studies of 
both PTSD and SUD.  
 

Note: Medication interaction studies in the targeted SUD population must be 
available for review by the FDA in order to allow the study to obtain an IND for 
the proposed outpatient study. 
 

Q5: Can studies be proposed using commercially available medications that have 
been approved by the FDA for some other medical indication such as other 
psychiatric or medical disorders? 
 
A5: Yes, commercially available medications can be proposed, but should be 
commercially viable for obtaining sponsorship to obtain a new drug application (NDA) 
through the FDA approval process. 
 

Note: There is no formal list of commercial partners and medications for this 
RFA.  If you have specific compounds of interest you would like to discuss, 
please send an email to: PASA_RFA@rti.org 
 

Q6: Is there a process for identifying potential partner sites to collaborate on this 
project? Does managing group help with setting up affiliation with VA/military, if 
an institution doesn’t have one?  
 
A6: There is no official list or process for identifying potential VA collaborators on this 
project.  If an institution without a VA affiliation chooses to submit an application, they 
should include a plan for collaborating with a VA site (or sites) in the pre-application 
submission (understanding that details can be developed, if selected, while working on 
the full RFA submission).     
 

Q7:  Do we include a full budget with the pre-application? And does the budget 
include both direct and indirect costs?  
 
A7:  The pre-application for the PASA RFA is to only include a total budget estimate and 
timeline (as part of the 3-page pre-application narrative).  It is expected that trials will be 
completed with 27-34 months with a budget up to $3,250,000 total cost.  
 


