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FEASIBILITY QUESTIONNAIRE 

Studies of Acute Viprinex™ for Emergency Stroke

The purpose of this questionnaire is to assess your experience in treating patients with ischemic stroke as well as your clinical trial experience and facility capabilities.  Please complete this questionnaire in its entirety.  
Please FAX or E-Mail the completed questionnaire to Neurobiological Technologies, Inc. (NTI) at:

 +1-201-941-8355 or levy@ntii.com, or kgallagher@ntii.com, or sbeckett@ntii.com.
If you have any questions, please contact Kate Gallagher or Sheila Beckett or Dr. David Levy at NTI at +1-201-941-5000.

Principal Investigator: _______________________________________________

Primary Site Name: ________________________________________________

Hospital Affiliation: _________________________________________________

Investigator Medical Specialty: _______________________________________

Board Certified:  ________Yes  ____________No 

Address: ________________________________________________________

City:_____________________________
State:________________
Zip:  __________

Telephone:_________________________ Fax: _________________________

Email: _______________________________

Will you enroll patients at any facility in addition to or instead of the facility noted above?  ⁮Yes    ⁮ No


If yes, please indicate the location(s) of your satellite(s): 


Address: ________________________________________________________


City:_____________________________
State:________________
Zip  __________

Study coordinator name: ____________________________________________

Address: ________________________________________________________

City:_____________________________
State:________________
Zip:___________  

Telephone:_________________________
Fax: _________________________

Email: _______________________________

How many study coordinators are on staff? _____________ # Full-time: ____________ # Part-time: ___________________

Please indicate the number hours/week the coordinator assigned to this study will work? _______________
Contract/Budget contact name: ______________________________________

Telephone:_________________________ Fax: _________________________

Email: _______________________________

Name of Ethics Committee (EC):  ______________________________________
Frequency of EC Meetings: ________________


Please provide dates of next 3 EC meetings:  ______________
______________

______________


Submission deadline dates for above mtgs:
  ______________
______________

______________


Average time to receive EC decision: ________________

Stroke Experience

1. How many beds does your hospital have?  _____________

2. How many ischemic stroke patients are seen per year at your hospital?________/year

3. Should a patient not be eligible to receive rt-PA within 3 hours of stroke onset, do you believe your EC would approve a placebo-controlled acute stroke study that would include such patients? 
⁮Yes    ⁮ No
4. What percent of stroke patients who arrive within 3 hours of symptom onset receive rt-PA?_____________%

5. What are the three (3) most common reasons why patients arriving within 3 hours might not receive rt-PA (include, if appropriate, those who arrive too late in the 3-hour window to be evaluated and treated within 3 hours)? 

_________________      ______________________     __________________

6. Is surrogate consent for aphasic stroke patients permitted in your hospital?   ⁮Yes     ⁮ No
7. What percentage of acute, ischemic stroke patients are discharged from the hospital in :


0-3 days ______________
4-5 days _______________

8. Does your facility have a Stroke Team?  ⁮Yes    ⁮ No

If “yes”, please indicate how many team members and their roles (e.g., 4 neurologists, 2 ED physicians, 2 internists, 3 coordinators):


_____________________________________________________



______________________________________________________



______________________________________________________

Is your stroke team available 24 hours a day, 7 days a week?     ⁮Yes    ⁮ No
9. To help us evaluate your stroke study experience, please complete the chart below listing the most recent acute stroke studies that best represents your site’s capabilities.

	Date(s) of Study
	Study Status

(ongoing vs. completed)
	Time Window for Study Entry into the Trial (e.g., within 3, 6, 9, 12 hours of symptom onset)
	No. of patients randomized
	No. of months needed to randomize

these patients

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


10. Based on the study summary provided, please estimate the number of subjects your center could enroll over a one-year period:  
__________


Please provide some detailed explanations as to how you arrived at the number of patients noted above and your recruitment 
strategy:

 ____________________________________________________________________________________________________________
____________________________________________________________________________________________________________
11. Are you currently conducting or planning to conduct in the next 6-9 months, a competing acute, ischemic stoke study? 

⁮Yes    ⁮ No   
If yes, how many? _________    

How do you allocate patients if they meet eligibility criteria for more than one study? 

________________________________________________________________________________________________________________________________________________________________________________________________________
12. Have you previously conducted a stroke study using a continuous IV infusion?   ⁮Yes   ⁮ No
13. Are infusion pumps available and routinely calibrated?   ⁮Yes    ⁮ No  

14. Is your local laboratory located in the hospital?   ⁮Yes    ⁮ No

15. Is the laboratory open 24 hours a day, 7 days a week?   ⁮Yes    ⁮ No

16. Does your site have access to a centrifuge 24 hours a day, 7 days a week in order to process specimens for a central lab?   ⁮Yes   ⁮ No

17. How long after the specimen is obtained from the patient does it take to receive the following lab results: 


Fibrinogen: ________ minutes


Urine Pregnancy: _________ minutes

18. Do you have a 24-hour,7 days a week  on-site pharmacy?   ⁮Yes    ⁮ No

19. Do you have an investigational pharmacy?   ⁮Yes    ⁮ No

If “yes,” are they familiar with methods to protect study blinds in research trials?   ⁮Yes    ⁮ No 

20. Does your pharmacy have a secure refrigerator that is maintained between 2°-8° C (36°-46° F)?   ⁮Yes    ⁮ No


If yes, does this refrigerator have an alarm or recording system for out-of-range temperatures?   ⁮Yes    ⁮ No

21. Do you have access to a CT scan 24 hours/day, 7 days a week?   ⁮Yes    ⁮ No

Is the CT scan located near the Emergency Room?   ⁮Yes    ⁮ No

22. Does your hospital have an MRI machine on site?   ⁮Yes    ⁮ No

If no, is there an outpatient facility nearby equipped with an MRI machine?   ⁮Yes    ⁮ No
What is the strength (in Tesla) of the MRI available to you?  __________
23. Does your site have experience working with a central vendor for image analysis/review?   ⁮Yes    ⁮ No 

If yes, which vendor (s) _______________________________

24. Will your hospital allow access to hospital records for source document verification?    ⁮Yes    ⁮ No  

25. Do you have the office space to see patients for follow-up outpatient visits?  ⁮Yes    ⁮ No

If “no”, can your study staff complete follow-up visits at another facility or the patient’s home?  


⁮Yes    ⁮ No

26. Describe the process at your institution for identification of potential stroke study patients (from local emergency service transport, hospital Emergency Department registration, to hospital Emergency Department examination to assessment by study staff for potential study participation).  Include existing processes, communication guidelines between stroke and study teams as well as processes in place for minimizing time between patient identification and implementation of study treatment.  At what point is your stroke team notified of a potential patient? Please be specific and use extra space, if necessary. ________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
27. Please list any materials or other resources that have assisted with patient enrollment at your site in previous studies.  Be specific. 

________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
28. Please complete the table below, documenting your staff’s experience with the scales listed?

	Name of Scale
	Experienced in administering the scale? (Y or N)
	Certified?  (Y or N)

	Barthel Index
	
	

	Modified Rankin Scale
	
	

	NIH Stroke Scale
	
	


29. Please provide the following information: 


Source of stroke study patients (%):



Your (group) practice  ___________________________


Referral from hospital emergency department:  ________________________________


Referral from other hospital physicians:  _______________


Referral from sources beyond your hospital:  ____________

List affiliated hospitals that refer to your stroke center, if applicable:  
______________________________________________________


______________________________________________________
30. Does your hospital operate its own emergency medical transport service? ⁮Yes ⁮ No
31. Does your hospital use a municipal emergency medical transport service?   ⁮Yes ⁮ No
32. Does the emergency medical transport service directly contact your Stroke Team?   ⁮Yes ⁮ No 


33. Does your hospital allow patients to enter a clinical trial without the approval of their primary care physician? 
⁮Yes ⁮ No
34. Has your hospital done public relations work for stroke? ⁮Yes ⁮ No
35. What is the competitive situation regarding stroke in your community (i.e., other hospitals)?


______________________________________________________________________


_______________________________________________________________________

36. At the scene of a stroke victim call, how much stabilization does EMR tech personnel do on site or is their protocol to “scoop and run”?

      ________________________________________________________________________________________________________

37. If you will be using one or more satellite hospitals in the acute management of stroke patients, please describe the role of the satellite(s) and the interaction of the staff at your hospital and the satellite (e.g., EC, financial relationship, shared patient costs, etc.) .  Please note, study medication can only be shipped to one location.

      _________________________________________________________________________________________________________

________________________________________________________________________________________________________
38. Is neurosurgery support available within 30 minutes, 24 hours/day?   ⁮Yes ⁮ No
39. Please indicate the percentage each of the interventions below that are used for acute, ischemic stroke at your medical institution: 

Angioplasty _____%
 Clot retriever ___________%     IV rt-PA _________%      IA rt-PA ________%


Other ________% (describe)  ____________________________________________________________________________
40. Is there a defined “door-to-needle” timeline objective for rt-PA administration at your facility?   ⁮Yes ⁮ No

If yes, express in minutes ________
41. Please describe your CT/MRI scan capabilities, including the number of available machines (CT and MRI) and the days/times of operation.  Note whether or not your imaging facility has participated in any other studies (not just stroke) that have required transfer of images (duplicate originals, electronic, FTP, etc.) to a central imaging vendor for analysis.


______________________________________________________________________________________


______________________________________________________________________________________


______________________________________________________________________________________

42. Does your hospital have a rehabilitation facility associated with it?   ⁮Yes ⁮ No 

Thank You!
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