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10-CBA Study Record of Change 

 

Document Section Previous Version  
(v10.0 (October 2016)) 

Amended Version  
(v10.1 (December 2017)) 

Rationale 

Protocol Document header Version 10.0             
October 2016 
NMDP IRB Approved: January 15, 2017 
through January 14, 2018 
 

Version 10.1          
07 December 2017 

NMDP IRB Approved: January 15, 
2018 through January 14, 2019 

Revisions made to update 
document version and NMDP 
IRB approval date 

Title page PROTOCOL 10-CBA 
Version 10.0  
 
Study Chairperson 
John Miller, M.D., Ph.D. 
 
Protocol Team 
John Miller, M.D., Ph.D.1 
Rebecca Drexler2 
Roberta King, MPH2 
Kathy Welte1 
Lisa Phillips-Johnson1 
Brent Logan, Ph.D.3 
Dennis Confer, M.D.1 

Amy Hays, MPH2 
 
Sponsored by the National Marrow 
Donor Program® (NMDP) 
 
1 NMDP 
2 CIBMTR-NMDP 
3 CIBMTR-Medical College of Wisconsin 

Protocol Number: 10-CBA 
National Clinical Trial (NCT) Identified 
Number:  NCT01351545 
 
Principal Investigator: John Miller, 
M.D., Ph.D. 
IND Sponsor: National Marrow Donor 
Program® (NMDP)/Be The Match® 
Funded by: National Marrow Donor 
Program® (NMDP)/Be The Match® 
 
Version Number:  v.10.1 
07 December 2017 

Revisions made to reflect NIH 
IND/IDE clinical trial protocol 
template; update document 
version and date 

General Information CIBMTR Protocol Coordinator  
Name: Lexi Adams, MPH, CCRP 
Email: aadams@nmdp.org  
Phone: 763-406-8735 
 

CIBMTR Protocol Coordinators  
Alisha Mussetter 
Email:  amussett@NMDP.ORG   
Phone: 763-406-4863 
 

Revisions made to reflect 
change in CIBMTR 
coordinators assigned to the 
study 

mailto:aadams@nmdp.org
mailto:amussett@NMDP.ORG
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Michael Tierney 
Email: mtierney@NMDP.ORG   
Phone: 763-406-8245 

CIBMTR Senior Clinical Research 
Specialist 
Name: Rae Besser 
Email: rbesser@nmdp.org 
Phone: 763-406-4847 

Removed 

2.4 Graft Selection • Positive Infectious Disease Testing 
(FDA cleared/approved donor 
screening test or other laboratory 
infectious disease test as part of 
relevant medical records) for: 

 

• Positive/reactive result for Infectious 
Disease Marker (IDM) (FDA 
licensed/cleared/approved donor 
screening test or other laboratory 
relevant medical records): 

Revision made to include full 
term with abbreviation in first 
reference in document 

2.5 Dosage and 
Handling 

For a single CBU transplant, a post-
processing dose of ≥ 2.5 x 107 TNC/kg 
recipient weight is recommended, with 
minimum allowable dose of ≥ 1.0 x 107 
TNC/kg recipient weight. The maximum 
dose of DMSO should not exceed 1mL 
(gram) of DMSO per kilogram of recipient 
weight per day of administration. 

For a single CBU transplant, a post-
processing dose of ≥ 2.5 x 107 TNC/kg 
recipient weight is recommended, with 
minimum allowable dose of ≥ 1.0 x 107 
TNC/kg recipient weight. The maximum 
dose of dimethyl sulfoxide (DMSO) 
should not exceed 1mL (gram) of DMSO 
per kilogram of recipient weight per day 
of administration. 
 

Revision made to include full 
term with abbreviation in first 
reference in document 

2.8 Toxicities and 
Risks 

Toxicities potentially associated with the 
infusion of the CBU include dimethyl 
sulfoxide (DMSO) toxicity… 

Toxicities potentially associated with the 
infusion of the CBU include DMSO 
toxicity… 

Revision made to include only 
abbreviated term 

3.1 Approaching 
Patients, Eligibility, 
and Obtaining 
Consent 
 

n/a Facilitation includes NMDP/Be the 
Match facilitated the procurement, 
collection, and/or transportation of the 
product. 

Revision made to provide 
guidance to sites regarding 
definition of facilitation 
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Document Section Previous Version  (r6) 
 

Amended Version (r7) 
 

Rationale 

Investigator 
Brochure 

Footer rev. 6 ( 2016Oct19)                      
 

rev. 7 ( 01Dec2017)                      
 

Revisions made to update 
document version and date 
 

Name of Drug For the purpose of clarity in this 
Investigator Brochure (IB) document, the 
name used by the National Marrow Donor 
Program (NMDP) 

For the purpose of clarity in this 
Investigator Brochure (IB) document, the 
name used by the National Marrow 
Donor Program (NMDP)/Be The Match® 

Revision made to include Be 
The Match® 

Possible Risks: 
Infusion Reactions 

Known infusion reactions that may be 
expected with the infusion of HPC (CB) 
include, but are not limited to: fluid 
retention, allergic reaction, changes in 
blood pressure, change in heart 
rate/rhythm, fever, chills, sweats, nausea, 
vomiting, diarrhea, cramping, headache, 
dyspnea, DMSO toxicity,… 

Known infusion reactions that may be 
expected with the infusion of HPC (CB) 
include, but are not limited to: fluid 
retention, allergic reaction, changes in 
blood pressure, change in heart 
rate/rhythm, fever, chills, sweats, 
nausea, vomiting, diarrhea, cramping, 
headache, dyspnea, dimethyl sulfoxide 
(DMSO) toxicity,… 

Revision made to include full 
term with abbreviation in first 
reference in document 

Possible Risks: 
Transmission of 
Communicable 
Disease to the 
Recipient 

Due to stringent IDM screening, the 
likelihood is rare. 

Due to stringent screening for Infectious 
Disease Markers (IDMs), the likelihood is 
rare. 

Revision made to include full 
term with abbreviation in first 
reference in document 

Thaw and Infusion 
Treatment Plan 

See chapter 3 for adverse event and 
product event reporting details. 

See chapter 4 of the 10-CBA protocol for 
adverse event and product event 
reporting details. 

Revision made to correct 
previous oversight 
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Document Section Previous Version  (v4.2) 
 

Amended Version (v4.2) 
 

Rationale 

Consent Footer NMDP IRB Approved: January 15, 2017 
through January 14, 2018 
 

NMDP IRB Approved: January 15, 2018 
through January 14, 2019 
 

Revisions made to update  
NMDP IRB approval date 

NMDP IRB approval 
stamp 

NATIONAL MARROW DONOR 
PROGRAM® 

INSTITUTIONAL REVIEW BOARD 
CONSENT FORM APPROVAL DATE:  

JANUARY 15, 2017 
Do not sign this form after the  

Expiration date of: January 14, 2018 
 

NATIONAL MARROW DONOR 
PROGRAM® 

INSTITUTIONAL REVIEW BOARD 
CONSENT FORM APPROVAL DATE:  

JANUARY 15, 2018 
Do not sign this form after the  

Expiration date of: January 14, 2019 

Revisions made to update  
NMDP IRB approval date 

 
 
 

Document Section Previous Version  (v4.2) 
 

Amended Version (v4.2) 
 

Rationale 

Minor 
Information 
Sheet 

Footer NMDP IRB Approved: January 15, 2017 
through January 14, 2018 

NMDP IRB Approved: January 15, 2018 
through January 14, 2019 

Revisions made to update  
NMDP IRB approval date 

NMDP IRB approval 
stamp 

NATIONAL MARROW DONOR 
PROGRAM® 

INSTITUTIONAL REVIEW BOARD 
CONSENT FORM APPROVAL DATE:  

JANUARY 15, 2017 
Do not sign this form after the  

Expiration date of: January 14, 2018 
 

Removed Revisions made to be 
consistent with minor 
information sheet content 
requirements (where minor 
information sheet is not 
considered as documentation 
of assent). 

Use of an Interpreter 
box 

Present Removed Revisions made to be 
consistent with minor 
information sheet content 
requirements (where minor 
information sheet is not 
considered as documentation 
of assent). 
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