
 

 
10-CBA (NMDP IRB 2011-0264) Study Record of Change  

 

Document Section Previous Version (v8.0) 
 

Amended Version (v9.0) 
 

Rationale Substantive 
Change*? 

Protocol 
 
 

Title page Version 8.0 Version 9.0 Revision made to 
identify new 
protocol version 
number 

no 

General 
Information 

Sponsor 
National Marrow Donor Program 
3001 Broadway St. NE, Suite 100 
Minneapolis, MN 55413 

Sponsor 
National Marrow Donor Program 
500 N 5th St 
Minneapolis, MN 55401 

Revision made to 
indicate new 
contact 
information 

no 

CIBMTR Medical Monitor 
Dennis Confer, M.D. 
Email: dconfer@nmdp.org   
Phone: 612-362-3425 

CIBMTR Medical Monitor 
Dennis Confer, M.D. 
Email: dconfer@nmdp.org   
Phone: 763-406-3425 

Revision made to 
indicate new 
contact 
information 

no 

CIBMTR Protocol Coordinator  
Name: Lexi Adams, CCRP 
Email: aadams@nmdp.org  
Phone: 612-884-8735 
Fax: 612-617-8306 

CIBMTR Protocol Coordinator  
Name: Lexi Adams, CCRP 
Email: aadams@nmdp.org  
Phone: 763-406-8735 
Fax: 612-617-8306 

Revision made to 
indicate new 
contact 
information 

no 

CIBMTR Clinical Research Specialist 
Name: Mandi Proue, MPH 
Email: mproue@nmdp.org  
Phone: 612- 617-8395 
Fax: 612-884-8661 

CIBMTR Clinical Research Specialist 
Name: Charney Petroske, MBA 
Email: cpetrosk@nmdp.org 
Phone: 763-406-8752 

Revision made to 
identify 
CIBMTR/NMDP 
study team 
members 

no 

Protocol 
Synopsis – 
Secondary 
Objectives 

Determine 1 year survival after cord blood 
transplantation 
 

Determine overall survival 1 year after cord 
blood transplantation 
 

Revised for 
enhanced clarity 

no 

Protocol 
Synopsis – 
Exclusion 
Criteria 

Patients who are enrolled on another IND 
protocol to access the unlicensed CBU(s) 
 

Patients who are enrolled on another IND 
protocol to access each unlicensed CBU 
 

Revised for 
enhanced clarity 

no 

mailto:dconfer@nmdp.org
mailto:dconfer@nmdp.org
mailto:aadams@nmdp.org
mailto:aadams@nmdp.org
mailto:mproue@nmdp.org
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Study 
Schema 

Data collection occurs via standard CIBMTR 
data reporting requirements in addition to 
study-required SAE, product event, and 
protocol deviation reporting 

Data collection occurs via standard CIBMTR 
data reporting requirements in addition to 
study-required SAE, product complaint, and 
protocol deviation reporting 

Revised for 
enhanced clarity 

no 

Table of 
Contents 

4.2 Reporting Product Complaint/Event 
Data 

4.2 Reporting Product Complaint Data Revised for 
enhanced clarity 

no 

2.2.2 
Secondary 
Objectives 

 Determine 1 year survival after cord blood 
transplantation 

 

 Determine overall survival 1 year after cord 
blood transplantation 

 

Revised for 
enhanced clarity 

no 

2.3 Patient 
Eligibility – 
Exclusion 
Criteria 

Patients who are enrolled on another IND 
protocol to access the unlicensed CBU(s) 
 

Patients who are enrolled on another IND 
protocol to access each unlicensed CBU 
 

Revised for 
enhanced clarity 

no 

2.4 Graft 
Selection 

• Identity testing – HLA A, B, and DRB1 
must be confirmed prior to transplant 

• Identity testing – HLA A, B, and DRB1 at a 
resolution sufficient to determine 
concordance with the original HLA typing 
must be confirmed prior to transplant 

o High resolution HLA-DRB1 typing 
must be performed prior to shipment 
of the CBU and may be performed at 
the recruitment, extended typing or 
confirmatory/verification typing 
stages. 

o This testing may be performed in a 
laboratory designated by the cord 
blood bank or the NMDP or another 
national registry.             

Revised for 
enhanced clarity 

no 

2.5 Dosage 
and Handling 

N/A Supplies and reagents that come in contact 
with the cellular therapy product shall be of 
the appropriate quality/grade for the intended 
use and, whenever possible, be FDA-
approved. Supplies and reagents that are 
not FDA approved, but are available outside 
the US, such as Dextran in normal saline, 
may be used under this protocol. 

Revised for 
enhanced clarity 

no 

10-CBA 
Protocol version 9.0 



2.6 Thaw and 
Infusion 
Treatment 
Plan 

Infusion toxicities: Patient monitoring is 
recommended during the infusion, per 
institution standard operating procedures. 
The infusion should be discontinued if 
serious toxicity and/or product event occurs. 
The infusion is discontinued based on 
clinician assessment and in accordance 
with institution standard operating 
procedures. See chapter 3 for adverse 
event and product event reporting details. 

Infusion toxicities: Patient monitoring is 
recommended during the infusion, per 
institution standard operating procedures. 
The infusion should be discontinued in the 
event of serious toxicity and/or product 
complaint. The infusion is discontinued based 
on clinician assessment and in accordance 
with institution standard operating 
procedures. See chapter 4 for adverse event 
and product complaint reporting details. 

Revised for 
enhanced clarity; 
correction 

no 

2.7 Patient 
Conditioning, 
Transplant, 
and Post-
Transplant 
Care 

The conditioning regimen, transplant, GVHD 
prophylaxis and supportive care for the 
transplant patient will be determined by the 
individual institution performing the 
transplant and reported to the CIBMTR on 
the appropriate case report forms. 

The conditioning regimen, transplant, GVHD 
prophylaxis and supportive care for the 
transplant patient will be determined by the 
individual institution performing the transplant 
and reported to the CIBMTR on the 
appropriate case report forms (CRFs). 

Editorial revision no 

2.8 Toxicities 
and Risks 

Transplant-related toxicities attributed to the 
product infusion will be reported to the 
CIBMTR on the appropriate case report 
forms. Toxicities potentially associated with 
the infusion of the CBU include dimethyl 
sulfoxide (DMSO) toxicity and side effects 
from intact and hemolyzed red cells and 
may include changes in heart rate or 
rhythm, changes in blood pressure, fever, 
chills, sweats, nausea/vomiting, diarrhea, 
abdominal cramping, fluid overload, 
headache, dyspnea, hemoglobinuria, 
allergic reaction, acute renal failure, and in 
rare cases infusion reaction resulting in 
death. If toxicities are serious, they must be 
reported in an expedited fashion to the 
NMDP per the reporting instructions 
outlined in Section 3.6. 

Transplant-related toxicities attributed to the 
product infusion will be reported to the 
CIBMTR on the appropriate CRFs. Toxicities 
potentially associated with the infusion of the 
CBU include dimethyl sulfoxide (DMSO) 
toxicity and side effects from intact and 
hemolyzed red cells and may include 
changes in heart rate or rhythm, changes in 
blood pressure, fever, chills, sweats, 
nausea/vomiting, diarrhea, abdominal 
cramping, fluid overload, headache, dyspnea, 
hemoglobinuria, allergic reaction, acute renal 
failure, and in rare cases infusion reaction 
resulting in death. If toxicities are serious, 
they must be reported in an expedited fashion 
to the NMDP per the reporting instructions 
outlined in Section 4.3.1. 
 

Editorial revision; 
correction 

no 

4.2 Reporting 
Product 
Complaint 
Data 

The NMDP will notify the cord blood bank 
and conduct an investigation per NMDP 
standard procedures for these events.  The 
NMDP will report manufacturing events that 
are determined to be related to the 

The NMDP will notify the cord blood bank and 
conduct an investigation per NMDP standard 
procedures for these complaints.  The NMDP 
will report manufacturing complaints that are 
determined to be related to the manufacturing 
of a distributed unit to the FDA annually. 

Revised for 
enhanced clarity 

no 

10-CBA 
Protocol version 9.0 



manufacturing of a distributed unit to the 
FDA annually. 

4.3 Reporting 
Serious 
Events 

This data will be captured via filing of 
appropriate CIBMTR Case Report Forms 
(CRFs).    

This data will be captured via filing of 
appropriate CIBMTR CRFs.   

Editorial revision no 

4.3.2 NMDP 
Reporting 
Requirements 

If, during the investigation of the serious 
adverse event, a problem(s) with 
manufacturing practices is discovered, the 
NMDP will contact the appropriate cord 
blood bank to initiate corrective action for 
the cord blood bank-specific procedures 
and report under 3.5 above, as applicable.  

If, during the investigation of the serious 
adverse event, a problem(s) with 
manufacturing practices is discovered, the 
NMDP will contact the appropriate cord blood 
bank to initiate corrective action for the cord 
blood bank-specific procedures and report 
under 4.2 above, as applicable.  

Correction  no 

5.1 Data 
Reporting 

The data collection forms for the subjects 
enrolled on this study include the standard 
CIBMTR data collection forms in the 
FormsNet3 Recipient module, and study-
specific CIBMTR data collection forms in the 
FormsNet2 Clinical Trials module. 

The data collection forms for the subjects 
enrolled on this study include the standard 
CIBMTR data collection forms in the 
FormsNet3 Recipient module, and study-
specific CIBMTR data collection forms in the 
Clinical Trials Electronic Data Capture (EDC) 
system.   

Revision made to 
provide generic 
description of 
EDC 

no 

5.2 Data 
Capture 
Methods 

FormsNet2 Clinical Trials study forms 
 

Clinical Trials EDC system study forms 

Form numbers removed from table; 
Transplant Date form added 

Revision made to 
provide generic 
description of 
EDC; add new 
form 

no 

5.3 Protocol 
Deviations 

All protocol deviations should be reported 
using the Protocol Deviation Form and 
submitted via the FormsNet2 Clinical Trials 
module. 

All protocol deviations should be reported 
using the Protocol Deviation Form and 
submitted in the Clinical Trials EDC system. 

Revision made to 
provide generic 
description of 
EDC 

no 

6.4 
Disposition of 
Subjects – Off 
Study Criteria 

Off-Study Criteria 
Subjects will be taken off study for the 
following reasons: 

1. Subject withdrawal 
2. Transplant canceled: cord blood 

unit(s) not shipped  
3. Substituted non-NMDP IND cord 

blood unit  

Off-Study Criteria 
Subjects will be taken off study for the 
following reasons: 

1. Subject withdrawal 
2. Transplant canceled: cord blood 

unit(s) not shipped under NMDP 
IND  

Revision made to 
add relevant off-
study criteria 

no 

10-CBA 
Protocol version 9.0 



4. Subject determined ineligible 3. Substituted non-NMDP IND cord 
blood unit  

4. Substituted other cell source (BM, 
PBSC) 

5. Subject determined ineligible 
Document Section Previous Version (v4.1) 

 
Amended Version (v4.2) 
 

Rationale Substantive 
Change*? 

Informed 
Consent 
Form 

Sponsors and 
Source of 
Funding or 
Other Material 
Support 
 

CIBMTR – NMDP 
CIBMTR – Medical College of Wisconsin 

Center for International Blood and Marrow 
Transplant Research (CIBMTR) – NMDP 
 
Center for International Blood and Marrow 
Transplant Research (CIBMTR) – Medical 
College of Wisconsin 

Editorial revision no 

Footer NMDP IRB Approved: March 15, 2015 
through January 14, 2016 
IRB-2011-0264 Version 4.1 

NMDP IRB Approved: January 15, 2016 
through January 14, 2017 
IRB-2011-0264 Version 4.2 
 

Revision made to 
identify new 
consent version 
number 

no 

Approval 
stamp 

Consent form approval date: March 15, 
2015 
 
Do not sign this form after the Expiration 
date of: January 14, 2016 

Consent form approval date: January 15, 
2016  
 
Do not sign this form after the Expiration date 
of: January 14, 2017 

Revision made to 
identify current 
approval and 
expiration date 

no 

Document Section Previous Version (v1.4) 
 

Amended Version (v1.5) 
 

Rationale Substantive 
Change*? 

Minor 
Information 
Sheet 

What will 
happen to 
me? 

On this study, you will receive a cord blood 
transplant and medical information about 
your transplant will be shared with the 
Center for Blood and Marrow Transplant 
(CIBMTR) 

On this study, you will receive a cord blood 
transplant and medical information about your 
transplant will be shared with the Center for 
Blood and Marrow Transplant Research 
(CIBMTR) 

Correction of 
previous 
oversight 

no 

Footer NMDP IRB Approved: March 15, 2015 
through January 14, 2016 
IRB-2011-0264 Version 1.4 

NMDP IRB Approved: January 15, 2016 
through January 14, 2017 
IRB-2011-0264 Version 1.5 
 

Revision made to 
identify new 
minor info sheet 
version number 

no 

Approval 
stamp 

Consent form approval date: March 15, 
2015 
 

Consent form approval date: January 15, 
2016  
 

Revision made to 
identify current 
approval and 
expiration date 

no 
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Do not sign this form after the Expiration 
date of: January 14, 2016 

Do not sign this form after the Expiration date 
of: January 14, 2017 

 

10-CBA 
Protocol version 9.0 


