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CONGRATULATIONS!
You have been nominated for participation in this 500-patient, international, phase-III trial evaluating the MISTIE technique, which uses a stereotactically placed catheter and periodic thrombolytic dosing to quickly remove an intracerebral hemorrhage. Preliminary results have shown this approach could provide, for the first time in this patient population, a substantial benefit and effect a major change in the treatment of ICH. By becoming a collaborating site, you can be an integral part of this effort to improve the lives of thousands of hemorrhagic stroke patients throughout the world! A noble and exciting quest!
But, before you agree to take part, we want to help you understand the expectations of sites participating in this trial and the importance to your fellow participants of meeting certain commitments. Although the investigational procedure is simple, rapid and easy-to-generalize, the demands of the study are rigorous, requiring a greater level of commitment from both coordinators and investigators than the typical academic study.  Given its importance and high profile, the study must be of exceptional quality, and significant effort will be needed to ensure it completes on time. In this era of tight budgets and strict accountability, we ask that you only participate if you are fully willing and able to meet these requirements; poor performing sites jeopardize our consortium’s funding, confound the data analysis, put subjects at unnecessary risk and waste the efforts of the hundreds of patients and researchers who have contributed to this massive decade-long effort that is now culminating in this all-important phase III trial. Are you with us?

Please take care to answer all questions accurately and completely.
Please return the completed questionnaire to:  Mistie3jhu@gmail.com or fax to 410 502 7869

SITE IDENTIFICATION
We realize it can take time to compile all this information, and things may change before the study actually starts. Please tell us what you know now, then submit an update later, if needed.
	Site ID, if Known:
	[bookmark: Text1]     

	Site Name:
	[bookmark: siteName]     

	Country: 
	     

	City:
	     

	Contact Person’s Name: 
	     

	Contact’s Phone Number(s):
	     

	Contact’s Email:
	     

	Date Survey Completed:
	[bookmark: formDate]        

	Version Notes (original, update)
	        



DO YOU HAVE A SUITABLE TEAM?
You will need a well-organized team for this study: 1) a lead neurosurgeon with prior experience in image-guided catheter placement, 2) a lead neurointensivist with prior experience in ICH trials, 3) an experienced lead study coordinator who can be dedicated to this study and be responsible for patient coordination and data collection, and 4) a principal investigator to take day-to-day overall responsibility for managing the team; this can be the neurointensivist or neurosurgeon if he/she has adequate time and experience.
	Lead Neurosurgeon’s Name
	     

		Organizational Title:
	     

		Stereotaxy Experience
	|_| No     |_| Yes-ICH     |_| Yes-Other   
#Stereotaxy Procedures/Year:      
|_| Brainlab |_|Stealth |_|Stryker |_|Neuronavigator |_|Instatrak



	Lead Neurointensivist’s Name
	     

		Organizational Title:
	     



	Who will lead the study team (PI)?
	[bookmark: Check12]  |_| Neurosurgeon    |_| Neurointensivist    |_| Person Entered Below 

	Principal Investigator’s Name
	     

		Organizational Title:
	     



	Lead Coordinator’s Name
	     

		Licensure:
	|_| None |_| LPN  |_| RN  |_| NP  |_| PA  |_| EMT  |_| MD  |_| Other

		Affiliation to the Investigator
          Select only one answer
	|_| Report directly to and work exclusively for this PI
|_| Shared among multiple investigators in this department
|_| Work in another department but assigned exclusive to this PI
|_| Work in another department and assigned to multiple PI’s
|_| I am a student or outside contractor

		Coordinator Experience
	Select only one answer
	|_| Less than 1 year
|_| 10 years or more
|_| 1 to 9 years, specify exact number of years:      

		NICU, NSurg Experience
	Select only one answer
	|_| Less than 1 year
|_| 10 years or more
|_| 1 to 9 years, specify exact number of years:      

	#Studies Coordinating
Select only one answer
	|_| No other studies
|_| 10 or more
|_| 1 to 9 studies, specify exact number of studies:      

	%Time working as SC
Select only one answer
	|_| Full time coordinator
|_| 10% or less as a coordinator
|_| 20% to 90%, specify 20%, 30% etc:      

	Can you work exclusively on M3?
Select only one answer
	|_| Unknown at this time
|_| No as I have other duties
|_| Yes if funding allows

	How far are you from NICU?
	|_| Under 5 minute walk
|_| 5 minute walk
|_| 10 minute walk
|_| 15 minute walk
|_| 20 minute walk
|_| 1 to 5 miles
|_| 6 to 10 miles
|_| More than 10 miles

	Hw far are you from the PI’s office
	|_| Under 5 minute walk
|_| 5 minute walk
|_| 10 minute walk
|_| 15 minute walk
|_| 20 minute walk
|_| 1 to 5 miles
|_| 6 to 10 miles
|_| More than 10 miles

	Do you currently round daily in NICU/ED to find subjects?
	|_| No  |_| Yes

	Do you currently check ICH admit records daily to find subjects?
	|_| No  |_| Yes

	Do you have prior EDC experience?
	|_| No  |_| Yes

	Do you have experience in FDA trials?
	|_| No  |_| Yes

	Have you ever been audited by a pharma or CRO?
	|_| No  |_| Yes



Please send us CVs for the PI, Neurosurgeon, Neurointensivist and Coordinator.




Anyone who is DIRECTLY involved in the study will need to be qualified and trained, but for now just list individuals whom you know will play a major role. We’ll collect other names & training records later.
	Other KEY staff members
	Area of Involvement

	Name:      
Title:      
	[bookmark: Check15][bookmark: Check18]|_| Catheter	|_| Coordinating	|_| Reg. Docs
[bookmark: Check16][bookmark: Check20]|_| Dosing	|_| Outcomes	|_| Budget/Contract
[bookmark: Check17]|_| ICU Care	|_| Data Entry	|_| Pharmacy

	Name:      
Title:      
	|_| Catheter	|_| Coordinating	|_| Reg. Docs
|_| Dosing	|_| Outcomes	|_| Budget/Contract
|_| ICU Care	|_| Data Entry	|_| Pharmacy

	Name:      
Title:      
	|_| Catheter	|_| Coordinating	|_| Reg. Docs
|_| Dosing	|_| Outcomes	|_| Budget/Contract
|_| ICU Care	|_| Data Entry	|_| Pharmacy

	Name:      
Title:      
	|_| Catheter	|_| Coordinating	|_| Reg. Docs
|_| Dosing	|_| Outcomes	|_| Budget/Contract
|_| ICU Care	|_| Data Entry	|_| Pharmacy

	Name:      
Title:      
	|_| Catheter	|_| Coordinating	|_| Reg. Docs
|_| Dosing	|_| Outcomes	|_| Budget/Contract
|_| ICU Care	|_| Data Entry	|_| Pharmacy

	Name:      
Title:      
	|_| Catheter	|_| Coordinating	|_| Reg. Docs
|_| Dosing	|_| Outcomes	|_| Budget/Contract
|_| ICU Care	|_| Data Entry	|_| Pharmacy






	Completed Trials:
Check box to indicate your team member had a material involvement in the trial
	Lead Neurosurgeon
	Lead Neurointensivist
	Lead Coordinator
	Principal Investigator
[bookmark: Check13]|_| N/A

	MISTIE II or ICES
	|_|
	|_|
	|_|
	|_|

	CLEAR A/B and/or CLEAR III
	|_|
	|_|
	|_|
	|_|

	STICH I or II
	|_|
	|_|
	|_|
	|_|

	INTERACT I or II
	|_|
	|_|
	|_|
	|_|

	SPORTIAS
	|_|
	|_|
	|_|
	|_|



	Active/Planned Trials:
[bookmark: Check14]List one/line or…          |_| No other trials
	Type
	Patient Population
	Target Enrollment
#Patients
	Target Completion Date

	[bookmark: Text5]     
	[bookmark: Dropdown1]
	
	[bookmark: Text6]     
	[bookmark: Text7]     

	     
	
	
	     
	     

	     
	
	
	     
	     

	     
	
	
	     
	     



	DO YOU HAVE THE FACILITIES NEEDED TO CONDUCT THIS TRIAL?
	YES
	NO

	Does your institution promote clinical trial participation?
	|_|
	|_|

	Is there good support for MISTIE at your site?
	|_|
	|_|

	Do you have an ICU that is dedicated for neurointensive care only?
	|_|
	|_|

	Do you have a neurosurgeon and neurotensivist on staff 24/7?
	|_|
	|_|

	Are you capable of screening on nights, weekends and holidays?
	|_|
	|_|

	Do you have PHARMACISTS on staff 24/7 for test article preparation?
	|_|
	|_|

	Does your pharmacy have a biological safety cabinet?
USP-797 and JCAHO require a laminar flow hood for preparation of sterile drug for intrathecal administration.

	|_|
	|_|

	Do you have SECURE FROZEN storage for investigational drugs?
	|_|
	|_|

	Do you have rapid access to CTs in DICOM format
	|_|
	|_|

	Do you have rapid high-speed PRIVATE internet access?
A modern browser (IE8+, Chrome, FF) in a private office.
	|_|
	|_|

	Can you scan or print-to-PDF medical records for upload to EDC?
	|_|
	|_|

	Are you capable of working without periodic on-site monitoring
his study uses centralized, risk-based monitoring per FDA guidance and industry best-practice.
	|_|
	|_|

	Is your neuroradiology deparment staffed 24/7?
	|_|
	|_|




DO YOU HAVE A SUFFICIENT PATIENT POPULATION?
	How many admissions do you see each year having a diagnosis of NON-TRAUMATIC ICH?

Please get ACTUAL, RECENT census numbers, not just estimates. If your facility does not use ICD-9/10 codes, please explain how you are getting accurate numbers and please indicate if you were able to exclude trauma. For Reporting Period, please specify starting and ending month & year.
	[bookmark: Text8]Reporting Period (one year):      
[bookmark: Text9]   ICD-10: 161.0 subcortical ICH:      
   ICD-10: 161.1 cortical ICH:      
   ICD-10: 161.2 unspecified ICH:      
   ICD-10: 161.5 intraventricular:      
   ICD-10: 161.6 multiple:      
   ICD-10: 161.9 unspecified:      
   ICD-9:  431 ICH:      
Alternative count & method:      

	What is the racial and ethnic mix of your hospital’s admissions?
(Each column should total to 100%, i.e., Hispanics should be counted under both race and ethnicity categories.)
	Race:	Ethnicity:
% White:      	%Hispanic:      
% Black:      	%Non-Hispanic:      
% Asian:      
% Other:      

	Can your site bring a large # of under-represented minorities to the study?
	[bookmark: Check23]|_| No, our minority population is about the U.S. average
[bookmark: Check22]|_| Yes, we have a high minority population
If yes, explain:      

	What languages do you support?
I.e., translated consent, native interview
	     

	How many EVD placement procedures do you do each year?
	EVD Catheter Placements:      

	Are you currently using off-label catheter-delivered thrombolytic therapy to treat brain hemorrhages? Do not include use under CLEAR or MISTIE.
	[bookmark: Check21]|_| Yes, to treat ICH*
|_| Yes, to treat IVH
|_| Yes, to treat other brain hemorrhages
   *If yes-ICH, do your neurosurgeons agree that clinical equipoise exists? |_| No   |_| Yes
Are your neurosurgeons willing to discontinue off-label use for ICH during the trial? |_| No  |_| Yes



CAN YOU COMPLETE START-UP REQUIREMENTS QUICKLY?
	Can you use a central IRB?
	|_| No, it has to be our hospital IRB 
[bookmark: Check24]|_| Yes, but only specific central IRB allowed
|_| Yes, it can be any qualified central IRB
[bookmark: Text10]If no, how often does your IRB meet?      
If no, avg. time from submission to approval in days?      
If no, is IRB/EC approval contingent on other approvals?      

	How long does it take to get all required budgetary and contractual approvals (other than IRB)?
	Avg. time from submission to approval in days?      
Can it be done simultaneously with the IRB review?      
Briefly describe the process, noting any rate-limiting prerequisites:
     

	Can you be ready for initiation within 3 months of our sending you the startup packet? (i.e. get contract & IRB approval, all reg. docs submitted?)
	|_| No  |_| Yes

	Will your site accept lower, off-site reimbursement rates?
	|_| No  |_| Yes
This is an NIH-funded non-commercial offsite trial. Accordingly, your institution must be willing to accept lower reimbursement and overhead rates.


Will your participation be successful?
	Considering eligibility criteria vs. your patient population, your facilities, staffing levels, organizational support, etc., how many patients can you REALISTICALLY enroll each year (12 months)?
	[bookmark: Text11]Patients per year:      
Underestimating could lead to your not being included in the trial, but overestimating could lead to the entire trial failing. Please be as accurate as you possibly can. Each site’s performance will be publicly reported. NINDS has indicated it will start using such performance data in future grant considerations.

	Will your coordinator commit to twice daily rounding in the ED and ICU to prospectively screen? 
In our previous trials, this has been one of the key differentiators between successful and non-successful sites.
	[bookmark: Check25][bookmark: Check26]|_| Yes   |_| No
[bookmark: Text12]Comment:      

	Will your investigator commit to directly and personally overseeing the conduct of this study?
	|_| Yes   |_| No
Comment:      

	Will your team commit to making Grand Rounds and similar outreach efforts to garner support and encourage patient referral?
	|_| Yes   |_| No
Comment:      

	Will your team commit to completing the online training courses? PI, and SC: about 12 courses, requiring 6 hours. Surgeons & Intensivists: about 4 course/2hrs, Pharmacists: about 2 hours, Supporting staff, about an hour
	|_| Yes   |_| No
Comment:      

	Can your coordinator commit to attending all monthly webinars and checking the study website frequently? 
Webinars are presented at two times each month; missed sessions can be made-up by watching a video and taking a test.
	|_| Yes   |_| No
Comment:      

	Will BOTH your coordinator and investigator commit to attending a group initiation meeting?
	|_| Yes   |_| No
Comment:      

	Will your team commit to attending at least one of the quarterly-refresher courses each year? These course last approximately 4 hours.
	|_| Yes   |_| No
Comment:      

	Can your coordinator commit to entering data in the EDC system (online case form) within 7 days of the study visit? Note: certain data must be entered and qualifying CT dicoms must be uploaded immediately before the patient can be randomized.
	|_| Yes   |_| No
Comment:      

	Will you be proactive to ensure patient retention for the full 365-day follow-up period?
Reminder calls, arrange transport, home visit if necessary
	|_| Yes   |_| No
Comment:      

	Will you respond to all email/phone requests within 3 days?
	|_| Yes   |_| No
Comment:      




Thank you for your submission. We will review and get back to you shortly.
image1.jpeg
%ﬂf 1],





SITE ASSESSMENT & SUITABILITY SURVEY s% m

e e b by e o s e e .
ok b et e e 5
i e b sy s s e s ool
s Btk ol b g e

Ry e e TR A T
e e
g o o s g e e
ey e o e A oy ek
et iy i o e e Pt A
oot s et o bt o g
et g o g e

P ke cre e sl austons el and il
e R N S T

e
R e e A e

o e et

ey o

[ttt e




