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SCHEDULE OF PROCEDURES 

  ATHERSYS, INC. | B01-04  

 

Study Phase 
 

 

Screening1  

(0 To 28 hr 

Post-Stroke) 

Baseline (Day 0) Post-Infusion 

Visit Timing 

Before  

infusion start 

Infusion start 

(18 to 36 hr 

post-stroke) 

24 hours from 

infusion start2  

(±6 hr) 

48 hours from 

infusion start2  

(±6 hr) 

Day 73  

(±2 days)/ 

Day of 

Discharge 

Day 30  

(±3 days) 

Days 60, 

150, 210, 270, 

and 330 

Remote Visits  

(±7 days) 

Day 90 

 (±7 days) 

Day 180  

(±7 days) 

Day 365  

(±7 days)/ 

Early 

Termination 

Informed consent  X           

Inclusion/exclusion assessment X  X          

Medical history and demographics  X           

Physical examination4  X  X   X    X     X 

Weight  X           

Height (measured or reported)  X           

Vital signs  X  X 5  X 6  X  X  X      X 

Pulse oximetry  X  X 5  X 6  X  X  X      X 

Hematology and serum chemistry7  X  X   X  X  X  X     

Urine or serum pregnancy test  X 8           

Allogeneic antibody   X      X     

12-lead ECG  X    X  X       

Adverse event assessment/collection    X  X  X  X  X  X  X  X  X 

Concomitant medication collection9  X  X  X  X  X  X  X  X  X   

NIHSS10  X 11  X 10     X  X   X  X  X 

mRS12  X 13      X  X   X  X  X 

Barthel Index14  X 15      X  X   X  X  X 

Brain MRI/CT  X           

EQ-5D questionnaire          X   X 

Exploratory blood biomarkers   X    X  X      

Spleen ultrasound (sub-study only)   X   X  X  X      

Brain MRI-DTI (sub-study only) X16        X   X 

Hospitalization data17       X  X  X  X  X  X 

Contact CTIRT  X 18  X 19          

Infusion    X         

Remote contact         X    

Inquire about rehabilitation activities20       X  X  X  X  X  X 

Inquire about occupational status            X 
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1.  Screening procedures (including MRI/CT) can potentially be performed as part of standard of care procedures.  

2. Visit times are calculated from infusion start time at Day 0. 

3. If hospital discharge occurs before the Day 7 window, Day 7 procedures can be performed in the hospital at discharge. 

4. The extent of the physical examination is at the Investigator’s discretion. 

5. Oxygen saturation (via pulse oximetry) and vital signs, including blood pressure, pulse, respiratory rate, and temperature wi ll be collected just prior to infusion start,  

but no more than 60 minutes prior. 

6. Oxygen saturation (via pulse oximetry) and vital signs, including blood pressure, pulse, respiratory rate, and temperature wi ll be collected every 30 (±5) minutes for the first 2 hours after the 

infusion start and then at 4 hours (±30 minutes) and 6 hours (±30 minutes) after the infusion start.  

7. At Screening, hematology and chemistry analyses will be performed per standard of care at each institution (i.e., local laboratories) to determine eligibility. For the remainder of the study, 

starting at Day 0 (Baseline) all chemistry and hematology blood samples will be collected and sent to a central laboratory.  

8. Pregnancy tests will be performed on female subjects of childbearing potential. Urine or serum testing will be performed per standard of care. 

9. Concomitant medications will be collected from the time of hospital admission through the Day 90 visit. Note: Concomitant medication use associated with SAEs will be collected through Day 

365. Concomitant medications will be recorded at the Early Termination Visit if the visit occurs on or prior to Day 90.  

10. NIHSS assessments are preferred to be completed in a face-to-face setting. If conducted remotely, telemedicine is acceptable, and telephone is not acceptable. The possibility of a remote 

visit and the procedures to be conducted need to be discussed with the Sponsor in advance. The Baseline NIHSS score should be determined 18 to 34 hours from the time of stroke onset (final 

eligibility assessment). Baseline NIHSS assessment should occur ≥6 hours after the last NIHSS assessment at Screening. The Baseline NIHSS score should not have  changed by ≥4 points from the 

Screening NIHSS. The Baseline NIHSS score should be confirmed prior to randomization. Effort should be made to have the same assessor complete all post-Baseline visit assessments for an 

individual subject when possible. 

11. The Screening NIHSS score used for determination of eligibility should be collected as soon as possible following admission to the hospital. In the event a subject receives concomitant 

reperfusion therapy the subject’s Screening NIHSS score is encouraged to be collected prior to any concomitant reperfusion therapy but can be collected as late as 4 hours following 

completion of the last reperfusion (mechanical or pharmacologic) therapy. 

12. The mRS assessments are preferred to be completed in a face-to-face setting. If conducted remotely, telemedicine is acceptable and telephone is not acceptable. The possibility of a remote 

visit and the procedures to be conducted need to be discussed with the Sponsor in advance. Effort should be made to have the same assessor complete all post-Baseline visit assessments for 

an individual subject when possible. When evaluating subjects to determine the mRS score, the raters of the score must not make any attempt to exclude or correct for disability that the rater 

attributes to causes other than stroke. The score should be recorded without regard to the cause of the disabilities that impact the score or time point at which the disabilities occurred.  

13. The mRS score determined at Screening is based on historical values prior to the onset of symptoms of the current stroke by e ither self-reported history or family/caregiver report while scores at 

subsequent visits are based on values obtained following the onset of the current stroke. 

14. Barthel Index assessments are preferred to be completed in a face-to-face setting. If conducted remotely, telemedicine is acceptable, and telephone is not acceptable. The possibility of a  

remote visit and the procedures to be conducted need to be discussed with the Sponsor in advance. Effort should be made to have the same assessor complete all post Baseline visit 

assessments for an individual when possible. 

15. The Screening Barthel Index score is based on historical values prior to the onset of symptoms of the current stroke by either self-reported history or family/caregiver report. The Screening Barthel 

Index score can be collected any time prior to the start of the infusion. 

16. The Baseline brain MRI-DTI can be completed at any time prior to the start of the infusion. 

17. Collect the dates of admission to and discharge from the intensive care unit, hospital, and non-hospital residential care facility from the time of initial stroke hospital admission through Day 365. 

18. If the subject is a screen failure, a blinded team member should contact Medpace CTIRT to register the subject as a pre-randomization failure. 

19. The blinded team member should randomize patient then an unblinded team member should contact Medpace CTIRT to acquire the treatment group assignment. 

20. Subject will be asked about any healthcare and rehabilitation activities that have taken place (e.g., inpatient physical therapy, outpatient physical therapy, etc.).  

21. Subject will be asked about occupational status (e.g., inpatient physical therapy, outpatient physical therapy). 

 

CT = computed tomography; CTIRT = ClinTrak® Interactive Response Technology; DTI = diffusion tensor imaging; ECG = electrocardiogram; EQ-5D = EuroQol 5 dimensions;  

MRI = magnetic resonance imaging; mRS = modified Rankin Scale; NIHSS = National Institutes of Health Stroke Scale. 


