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Frequently Asked Questions 

---------------- Screening 

Q: Please clarify WHAT type of vascular imaging, if any, is required as part of SOC BEFORE 
randomization. If there is a required vascular imaging study, then please confirm if there is a 
requirement for a follow-up imaging study? 
A: Vascular imaging is not a requirement for MOST. All neuro imaging that is collected as 
standard of care should be uploaded to WebDCU, however there is no additional imaging 
required for the trial. We do require an answer to whether or not endovascular therapy is 
planned prior to randomization. 

---------------- Enrollment 

Q: Does the 24-hour NIHSS need to be completed by study staff?   
A: The NIHSS may be performed by any certified personnel. This includes doctors, nurses, and 
coordinators.  

Q: Does the baseline weight need to be actual, or can it be a reported weight? 
A: The weight entered into WebDCU at randomization should be the same value that was used 
to determine the IV tPA dose, which can be actual or estimated.   

Q: Is it a deviation or violation if we cannot get the person who signed the ICF to fill out the 
consent experience survey? 
A: Every effort should be made to collect the survey prior to Day 3/Discharge, however if it is not 
completed it will not result in a deviation or a violation.  

Q: Ideally, is the patient consented in the Emergency Department then the meds they are due to 
receive travel with them to inpatient?   
A: Study drug is administered to the subject as soon as possible, but no later than 75 minutes 
after administration of IV tPA. It is likely that this will occur in the Emergency Department. Study 
drug dispensing will follow your local institution’s guidelines.   

Q: Can IP bolus be started in endovascular?  
A: Yes.  

Q: Can tPA be given thru the same IV, or do these patient require 3 iv access, one for tPA, one 
for the study drug, another for any other med etc required for thrombectomy cases for example? 
A: Study drug should be administered through a dedicated IV line. It is best to to have at least 3 
IV access sites available. 

Q: Did the ARTSS-IA run into any issues with consenting and getting study drug withint 60 
minutes? And are interventionalists comfortable with additional drips during thromectomy? 
A: Endovascular teams should be involved as early as possible in the study start-up process at 
your site. ARTSS-IA successfully enrolled subjects BECAUSE interventionalists were engaged 
and informed the procedures at the performance site. We encourage early, active and ongoing 
involvement of your local interventionalists in MOST implementation. 

Q: To clarify, the timing of the PTT is 2 hours after start of study med, and 6 hours after the 
start, not an additional 6 hours after the 1st PTT? 
A: Correct. aPTTs should be drawn at 2 hours (+ 30 minutes) after study drug administration 
and 6 hours (+ 30 minutes) after study drug administration.       
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Q: Please verify that aPTT will be obtained only TWICE after initiation of study drug - at Hr 2 
and at Hr 6 
A: Correct. An aPTT will be required at baseline for eligibility in the trial, and then twice after 
initiation of study drug, at 2 hours (+ 30 minutes) and 6 hours (+ 30 minutes).       

Q: Does titration have to be done by study staff or can the floor nurses titrate? 
A: Study team should stay around until the 3rd vial is hung and the 2-hour titration is completed. 
A nurse can independently complete the 6-hour titration, but study staff are responsible for 
ensuring that it gets done, i.e., phone call reminder 30 minutes before the earliest timepoint for 
the blood draw.    

Q: Do patients need to be on single nursing coverage? 
A: No. The protocol does not require any additional care outside of what is standard of care for 
IV tPA treated patients.  

Q: Does the patient have to go to the ICU or can they go to an acuity adaptable neuro unit? 
A: The protocol does not require subjects to go to any specific unit. These subjects should be 
treated similar to the local standard of care for post IV tPA treated patients.   

Q: Does the 24 hr NIHSS need to be done by an investigator blinded to the aPTT?  
A: No. The 90-day mRS which is the primary outcome for MOST will be adjudicated by a 
centralized blinded assessor. Therefore, there is no need for study staff performing follow-up 
procedures to be blinded to the aPTT.   

Q: If we are having trouble establishing IV access, the MOP states: call the MOST Clinical 
Hotline for guidance. How will this be managed?  
A: Provided there is IV access for IV tPA, the subject could conceivably be enrolled after tPA 
infusion provided the study drug is started less than 75 minutes after the tPA bolus. Otherwise, 
decisions will be made on a case by case basis.   

---------------- Video recording of mRS 

Q: Can you give additional information regarding the video process?  Will it be sent / transferred 
to a coordinating center?   
A: Every effort should be made to complete the 90-day mRS assessment in person so that a 
video recording of the interview can be obtained. The video will be sent to the University of 
Glasgow through their online web portal for central adjudication.  

Q: Are you providing the video recorder?  
A: Yes. Upon site initiation and training from the University of Glasgow, sites will be sent 1 video 
recorder.   

Q: What method do you forsee being used to video, what device?  
A: Kodak SPZ1 camcorder. 

Q: Does ICF include the video recording? 
A: Yes. The CIRB approved MOST ICF includes language regarding the 90-day mRS 
assessment being video recorded.  
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---------------- Training 

Q: Similar to ESETT will there be a training video on a mock enrollment? 
A: Yes. A mock enrollment video can be provided.  

Q: Will there be an investigator meeting? 
A: Yes. The investigator meeting will be held during the AAN conference early in May 2019 in 
Philadelphia. Details to come.  

---------------- Regulatory 

Q: Is there a reason that subjects were not given any payment? 
A: Typically for interventional NIH funded trials no payment is offered to subjects.  

Q: If we use the short form, do we have to verbally go through the whole main ICF as well? 
A: The MOST ICF has been trimmed down to contain only the requird elements of informed 
consent. It is a complete, standard ICF and is NOT a short form consent.  

Q: Where are slides shared? 
A: https://www.nihstrokenet.org/education  

Q: What expiration date should be used for the FDA FDQ Form 3455, and NIH StrokeNet 
Financial Conflict of Interest Form (fCOI) when uploading to WebDCU?  
A: Please enter an expiration date of 4/24/2019 for both forms. This is the date that the 
continuing review is due with the CIRB at which time all study team members will fill out new 
forms. 

Q: Do pharmacists need to be on the FDA Form 1572? 
A: No. Since pharmacists are not reconstituting study medication, and simply dispensing the 
assigned study drug kit they do not need to be on the 1572. Pharmacists who require access to 
WebDCU and who will maintain receipt of study drug shipments should be added to the 
Delegation of Authority Log.  

Other non-essential study personnel who require access to WebDCU, e.g. administrative roles 
or regulatory coordinators, also do not need to be added to the 1572 but should be listed on the 
Delegation of Authority Log. 

Q: Do I need to complete both the StrokeNet Financial COI form and the FDA FDQ Form 3455? 
A: Yes, both forms need to be completed according to the instructions on each form.  
On the FDQ there isn’t a “yes” or “no” box, just a single check box which only needs to be 
checked if there is a conflict of interest for that given item.  Boxes need to remain unchecked on 
this form if there is NO conflict of interest, then signed and dated by the investigator.   

The FDA FDQ Form 3455 with no checked boxes and signed confirms that there is NO conflict 
of interest for the FDA requirement.  

This is different from the StrokeNet Financial COI form, in which each question needs a yes or 
no response checked.  
---------------- 
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