
Awarded Date: 12/14/2021 Institution: CCF Other:

Award Type: Contract

Project Type: Clinical Research Other:

Proposal Type: New Other:

PI Name: Donaldson, Chase

Administrative Home/Dept Name: Anethesia Department No. 070

Title: PROTECT 2

Sponsor: REHABTRONICS, INC Sponsor Award #: RHTX2112CD

Originator Of Funds: Originator of Funds Award #:

Current Period Funding

Budget Start Date:

Budget End Date:

Direct Costs:

Indirect Costs:

FAC Rate: 30.00 %

Total Costs:

9/28/2021

9/27/2031

$688,000.00

$206,400.00

$894,400.00

Cumulative Funding

Project Start Date:

Project End Date:

Direct Costs:

Indirect Costs:

FAC Rate: 30.00 %

Total Costs:

9/28/2021

9/27/2031

$688,000.00

$206,400.00

$894,400.00

Terms and Conditions

T&C Code Description

Key Personnel

PI Name Eft % Eft Cal Mon CS %

Chase Donaldson 0.00 0.00

Comments

GAID 11214  SA00005474  CRS00010418

Compliance

Compliance Status Reference Approval Date Expiration Date

HS - Human Subjects Approved 21-1009 12/3/2021 11/18/2022

Institutional Official Signature/Date:

OSRP-R Signature/Date:

GPID: 24777 Project Number: SP005011

Please see the contract for full terms and conditions.
The budget is based on 300 patients at $2,743 per patient plus administrative costs.

Award Specific Terms and Conditions

Cleveland Clinic Foundation
Notice of Award Acceptance Form

12/15/2021

12/15/2021
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12/6/21, 1:34 PM View Letter

cc-clirb52.cc.ad.cchs.net/irb/eSubmissionViewLetter.asp?nActivityId=530690 1/1

Cleveland Clinic Institutional Review Board (IRB) 
Federalwide Assurance (FWA 00005367) 

December 3, 2021
 

Chase Donaldson, M.D.
 

RE: IRB #21-1009: The PROTECT 2 ICU Study: Pressure Injury Treatment by Intermittent Electrical Stimulation: A
Randomized, Controlled Trial (Rehabtronics, Inc)

 
Dear Dr. Donaldson:

 
Your response dated 11/30/2021 to the prior conditional approval of your new study by the convened IRB on 11/19/21 is
acceptable. Your new study is now granted full approval for the period 12/3/2021 to 11/18/2022. 

 
You are approved to begin this research with the use of New Study Application 10/14/2021, 026_Section 17 - Electrical
Safety & EMC, 027_ATTACHMENT 17A - IEC 60601-1 & 60601-2-10 Test Report, 028_ATTACHMENT 17B - IEC 60601-1-2
Test Report, 029_ATTACHMENT 17C - AIM 7351731 Test Report, 030_Section 18 - Bench Testing, Non-Significant Risk
justification from sponosr, Significant-Risk-and-Nonsignificant-Risk-Medical-Device-Studies---Information-Sheet Complete
Protocol, Prelivia Operator's Manual, FDA 510K letter, Susie Stein, RN email about IDE, 21-1009 cleaned copy ICF v 3 11-
30-2021, 21-1009 tracked copy ICF v 3 11-30-2021, Response from Cory Anand re COI.

 
The stamp-approved consent is available online under the Approved Documents tab. 

Written consent is required to document that each person has been adequately informed about this research and voluntarily
agrees to participate prior to any involvement in the research. 

Please note that human subjects research at Cleveland Clinic has been impacted by COVID-19. The study team is
responsible for compliance with the enterprise-wide restrictions related to research. This information is available on the
Intranet, including the Center for Clinical Research homepage. 

 
Any changes or amendments require IRB review and approval prior to implementation. Unanticipated problems including
adverse events and deviations are to be reported in accordance with IRB Policy 60: Adverse Events and IRB Policy 70:
Unanticipated Problems. 

This study may not continue beyond the approved expiration date: 11/18/2022. Submit a renewal application up to 30 days
prior to expiration to allow sufficient time for IRB review or a completion report for closure. 

 
Sincerely,

 

Bridget Howard, Esq., CIP
 Executive Director, IRB and Human Research Protections

 
BH/jl

 
This letter is available online under the Correspondence tab
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