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10-CBA Study Record of Change 

 
Document Section Previous Version  

(v10.1 (December 2017)) 
Amended Version  
(v10.2 (October 2018)) 

Rationale 

Protocol Document header Protocol 10-CBA, NMDP IRB 2011-
0264 

Version 10.1     07 December 2017 

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

Protocol 10-CBA, NMDP IRB 2011-
0264 

Version 10.2       23 October 2018 

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

Revisions made to update document 
version; NMDP IRB approval date no 
longer required on Protocol. 

Title page Version Number:  v.10.1 
07 December 2017 

Version Number:  v10.2 
23 October 2018 

Revisions made to update document 
version and date 

Entire Document Transplant centers, non-relapse 
mortality, cord blood unit & UCB unit, 
antigen, transplant-related mortality, 
graft vs. host disease, cord blood 
bank, colony forming units, infectious 
disease markers, Institutional Review 
Board 

TCs, NRM, CBU, HLA, TRM, GVHD, 
CBB, CFU, IDM, IRB 

Revisions made to define and use 
abbreviation(s) after first reference in 
document 

General Information CIBMTR Protocol Coordinators  
Alisha Mussetter 
Email:  amussett@NMDP.ORG   
Phone: 763-406-4863 
 
Michael Tierney 
Email: mtierney@NMDP.ORG   
Phone: 763-406-8245 

CIBMTR Protocol Coordinators  
Alisha Mussetter, BS, ACRP-CP®  
Email:  amussett@NMDP.ORG   
Phone: 763-406-4863 
 
Nicole Carlisano, MBA, CCRP® 
Email: ncarlisa@NMDP.ORG 
Phone: 763-406-8752 
 
Michael Tierney 
Email: mtierney@NMDP.ORG   
Phone: 763-406-8245 

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

1. Background 
and Rationale 

 

(blank) 
Hematopoietic… 

Background 
Hematopoietic… 

Revision made to include header prior 
to start of section 

mailto:amussett@NMDP.ORG
mailto:mtierney@NMDP.ORG
mailto:amussett@NMDP.ORG
mailto:ncarlisa@NMDP.ORG
mailto:mtierney@NMDP.ORG
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In pediatric patients, 5-year leukemia 
free survival following transplantation 
of a single or double antigen 
mismatched cord blood was 
comparable to transplantation with 
matched or single antigen 
mismatched marrow and survival was 
possibly higher with fully HLA-
matched cord blood (15). 

In pediatric patients, 5-year leukemia 
free survival following transplantation 
of CBU(s) with a single or double 
human leukocyte antigen (HLA) 
mismatch was comparable to 
transplantation with matched or single 
HLA-mismatched marrow and 
survival was possibly higher with fully 
HLA-matched cord blood (15). 

Revision made for additional 
clarification and define terms  

However, as of 10/20/2011, … However, as of October 20, 2011… Revisions made to update formatting 

2.4 Graft Selection • Positive Microbial Culture of CBU 
(bacterial and/or fungal) 

 

• Positive microbial culture of CBU 
(bacterial and/or fungal) 

 

Revision made to update formatting 

• CBU manipulation: minimal 
manipulation is allowed and 
should be conducted per the 
manufacturer’s instructions or 
validated institution procedures.  

 CBUs that are not 
red cell reduced must 
be washed. 

 Thaw and 
reconstitution or 
wash methods 
should be based on a 
sufficient dilution ratio 
based on the original 
cord blood volume. 

 

• CBU manipulation: minimal 
manipulation is allowed and 
should be conducted per the 
manufacturer’s instructions or 
validated institution procedures.  

 Minimal manipulation 
is defined by current 
FDA guidelines 

 CBUs that are not 
red cell reduced must 
be washed. 

 Thaw and 
reconstitution or 
wash methods 
should be based on a 
sufficient dilution ratio 
based on the original 
cord blood volume. 

 

Revised to add direction for defining 
minimal manipulation of product.  

2.6 Thaw and 
Infusion Treatment 
Plan 

• Multiple cord blood transplants:  
 Thaw units 

independently, 
thawing the second 
unit after the first one 

• Multiple cord blood transplants:  
 Thaw CBUs 

independently, 
thawing the second 
CBU after the first 

Rewording for additional clarification 
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is infused 
successfully.  

 Infuse units 
independently.   

 Should a reaction 
occur, appropriately 
manage the reaction 
before second unit is 
thawed for infusion. 

 

one CBU is 
successfully infused.  

 Infuse CBUs 
independently.   

 Should a reaction 
occur resulting from 
infusion of the first 
CBU, appropriately 
manage the reaction 
before second CBU 
is thawed for 
infusion. 

5.2 Data Capture 
Methods 

Transplant centers must continue to 
do standard CIBMTR follow-up 
reporting on these patients beyond 
the study time point of one year per 
CIBMTR reporting requirements. 

TCs must continue to complete 
standard CIBMTR follow-up reporting 
on these patients beyond the study 
time point of one year per CIBMTR 
reporting requirements. 

Rewording for additional clarification 

6.3 Data Analysis 
Plan 

Due to the fact that the previous 
NMDP CBU protocol, “A centralized 
cord blood registry to facilitate 
allogeneic unrelated donor umbilical 
cord blood transplantation” contained 

Due to the fact that the previous 
NMDP CBU protocol, “A centralized 
cord blood registry to facilitate 
allogeneic unrelated donor umbilical 
cord blood transplantation”, contained 

Revised to italicize and remove 
quotation marks, as protocol is 
freestanding work and follows APA 
style writing guidelines 

 
Document Section Previous Version  (r7) 

 
Amended Version (r8) 
 

Rationale 

Investigator 
Brochure 

Footer rev.7 ( 01Dec2017) rev. 8 (23Oct2018) Revisions made to update document 
version and date 

Entire Document Human Cells, Tissues, and Cellular 
and Tissue-Based Products, cord 
blood unit 

HCT/Ps, CBU Revisions made to define and use 
abbreviation(s) after first reference in 
document 
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References 4. Ponce DM, Zheng J, 
Gonzales A, Lubin M, Heller G, 
Castro-Malaspina H, Giralt S, Hsu K, 
Jakubowski AA, Jenq RR, Koehne G, 
Papadopoulos EB, Perales MA, van 
den Brink MR, Young JW, Boulad F, 
Kernan NA, Kobos R, Prockop S, 
Scaradavou A, Small T, O'Reilly RJ, 
Barker JN. Reduced late mortality risk 
contributes to similar survival after 
double unit cord blood transplantation 
as compared with related and 
unrelated donor hematopoietic stem 
cell transplantation. Biol Blood 
Marrow Transplant. 2011; [article in 
press; epub ahead of print]. 

4. Ponce DM, Zheng J, 
Gonzales A, Lubin M, Heller G, 
Castro-Malaspina H, Giralt S, Hsu K, 
Jakubowski AA, Jenq RR, Koehne G, 
Papadopoulos EB, Perales MA, van 
den Brink MR, Young JW, Boulad F, 
Kernan NA, Kobos R, Prockop S, 
Scaradavou A, Small T, O'Reilly RJ, 
Barker JN. Reduced late mortality risk 
contributes to similar survival after 
double unit cord blood transplantation 
as compared with related and 
unrelated donor hematopoietic stem 
cell transplantation. Biol Blood 
Marrow Transplant. 2011; 17(9): 
1316-1326.   

Revision made to provide correct 
reference location 

 
Document Section Previous Version  (r4.2) 

 
Amended Version (r5.0) 
 

Rationale 

Informed 
Consent 

Footer NMDP IRB Approved: January 15, 
2018 through January 14, 2019 
IRB-2011-0264 Version 4.2 
 

NMDP IRB Approved: November 13, 
2018 through November 12, 2019 
IRB-2011-0264 Version 5.0 
 

Revisions made to update version 
and NMDP IRB approval date 

2. Principal 
Investigator 

2. Principal Investigator at your 
Institution 

2. Principal Investigator at your 
Institution 

Revisions made to match NMDP/RCI 
BMT Template consent 

4. Sponsors and 
Source Funding or 
Other Material 
Support 

National Marrow Donor Program 
(NMDP) 

National Marrow Donor Program 
(NMDP)/Be The Match 

Revisions made to include Be The 
Match  

5. Introduction 
 

  

You are being asked… We are asking you to be in a research 
study. This study includes only people 
who choose to take part.  

You are being asked… 

Revisions made to match NMDP/RCI 
BMT Template consent 
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Although these cord blood units may 
not meet FDA standards, they do 
meet similar standards set and 
followed by the NMDP for years. 

Although these cord blood units may 
not meet FDA standards, they do 
meet similar standards set and 
followed by the NMDP for years.  

This consent form gives information 
about taking part in the study. Please 
read this form carefully. You do not 
have to be in this study. Please take 
your time to make your decision 
about taking part in this study. You 
mays discuss your decision with your 
friends and family. Ask your study 
doctor about any questions you have. 

Revisions made to match NMDP/RCI 
BMT Template consent 

6. Study Information  
 

6. Invitation and purpose of the study 6. Study Information  Revisions made to match NMDP/RCI 
BMT Template consent 

• Making sure the cord blood 
units are tested for certain viruses 
and bacteria that could cause illness 
in the recipient.  

The primary purposes of this study 
are to: 

• Provide access to cord blood 
units for recipients whose best choice 
for a cord blood unit(s) do not meet all 
FDA standards, but do meet 
standards set by the NMDP on this 
study.  

• Assess how well and how 
quickly blood counts return to normal 
after transplant in recipients on this 
study. 

• Making sure the cord blood 
units are tested for certain viruses 
and bacteria that could cause illness 
in the patient. 

The primary purposes of this study 
are to: 

• Provide access to cord blood 
units for patients whose best choice 
for a cord blood unit(s) do not meet all 
FDA standards, but do meet 
standards set by the NMDP on this 
study.  

• Assess how well and how 
quickly blood counts return to normal 
after transplant in patients on this 
study. 

Revisions made for additional 
clarification to the patient  
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Please take your time to make your 
decision about taking part in this 
study. You may discuss your decision 
with your friends and family. You can 
also discuss it with the medical staff 
at the transplant center.  

You and the medical staff at your 
transplant center will discuss other 
options before you make your 
decision about participating in this 
study. 

(moved to section 5) Revisions made to match NMDP/RCI 
BMT Template consent 

8. Possible 
Discomforts and 
Risks 

There is no known difference in 
recipient outcomes between 
transplants that use cord blood units 
that meet the new FDA standards and 
transplants that use cord blood units 
that meet NMDP standards. 

There is no known difference in 
recipient patient outcomes between 
transplants that use cord blood units 
that meet the new FDA standards and 
transplants that use cord blood units 
that meet NMDP standards. 

Revisions made for additional 
clarification to the patient 

As with any research study, there 
might be side effects that are 
unknown at this time.  You will be 
monitored for the occurrence of side 
effects and should report any unusual 
events to the study staff.   

As with any research study, there 
might be risks and side effects that 
are unknown at this time.  You will be 
monitored for the occurrence of side 
effects and should report any unusual 
events to the study staff.   

Revisions made to match NMDP/RCI 
BMT Template consent 

9. Possible Benefits 
to Being in the 
Study 

It is not known if you will benefit from 
participating in this study. The 
knowledge gained from this study 
may help future patients who have 
cord blood transplants. 

You may not receive any benefit from 
participating in this study. The 
knowledge gained from this study 
may help medical science and future 
patients who have cord blood 
transplants. 

Revisions made to match NMDP/RCI 
BMT Template consent 

11. Cost of 
Participating in the 
Study 

For questions about your costs, 
financial responsibilities, and/or 
medical insurance coverage for your 
transplant and this study, please 
contact /Center/ Financial Counselor 
at /Number. 

For questions about your costs, 
financial responsibilities, and/or 
medical insurance coverage for your 
transplant and this study, please 
contact [Insert Transplant Center 
name] [Insert Financial Counselor 

Revisions made to clarify required 
information to be added by study site 
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name] at [Insert Financial Counselor 
phone number].   

12. Reimbursement 
for Participating in 
the Study 

You will not be paid for participating in 
this study. You do not give up any 
legal rights by signing this form. 

You will not be paid for your 
participation in this study. You will not 
receive compensation or 
reimbursement for any extra 
expenses (travel, meals, etc.) you 
may incur through your participation 
in this study. 

You do not give up any legal rights by 
signing this form. 

Revisions made to provide clarity to 
reimbursement and to remove 
duplicative statement (found in 
section 13). 

13. In the Event of 
Injury While 
Participating in the 
Study 

… You or your insurance company 
will be charged for ongoing medical 
care and/or hospitalization. 

You do not give up any legal rights by 
signing this form. 

…You or your insurance company will 
be charged for ongoing medical care 
and/or hospitalization. 

However, the sponsor or [Insert 
Transplant Center name] may be 
responsible if any injury or illness is 
caused by negligence (mistake) on 
the part of them, their employees or 
agents. Your study [Insert Principal 
Investigator or Center Contact Name] 
can provide you with information 
about the general liability policies of 
[Insert Transplant Center name], to 
determine if compensation may be 
available from that source. 

You do not give up any legal rights by 
signing this form. 

Revisions made to match NMDP/RCI 
BMT Template consent 

14. Protection of 
Your Privacy and 
Confidentiality of 
Your Records 

Your participation in this study will be 
kept private and confidential. Your 
medical … 

Your participation in this study will be 
kept as private and confidential as 
possible within the law. Your medical 
… 

Revisions made to match NMDP/RCI 
BMT Template consent 
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c. National Marrow Donor 
Program (NMDP) 

c. National Marrow Donor 
Program (NMDP)/Be The Match 

Revisions made to include Be The 
Match 

g. U.S. Department of Health 
and Human Services (DHHS) 

A description of this clinical trial… 

g. U.S. Department of Health 
and Human Services (DHHS) 

Scientific and medical findings 
resulting from a study may be 
presented at meetings and published 
so that the information can be useful 
to others. You will not be identified in 
these presentations or publications. 

A description of this clinical trial… 

Revisions made to match NMDP/RCI 
BMT Template consent 

15. Voluntary 
Participation in and 
Withdrawal from the 
Study 

… If you choose not to participate in 
this study, this decision will not affect 
your right or access to health care or 
any other services that you are 
entitled to receive.  

If you decide to participate… 

… If you choose not to participate in 
this study, this decision will not affect 
your right or access to health care or 
any other services that you are 
entitled to receive. If you do not sign 
this form, you will not be in the study. 

If you decide to participate… 

Revisions made to match NMDP/RCI 
BMT Template consent 
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If you choose to withdraw from the 
study, please tell please tell 
_______________ at << Transplant 
center to enter information>>.     

<< Principal Investigator name>>, the 
Sponsor (NMDP), the Institutional 
Review Board, or the FDA may stop 
the study at any time. The 
investigator(s), your doctor, or the 
NMDP may remove you from the 
study at any time without your 
permission.   

If you withdraw or you are removed 
from the study for any reason, the 
study doctor may ask to continue to 
follow you in order to monitor your 
safety. 

You will be informed of any new 
findings that may affect your health, 
welfare, or willingness to stay on the 
study.  

 

If you choose to withdraw from the 
study, please tell [Insert Transplant 
Center PI name] at [Insert Transplant 
Center PI phone number].  Your study 
doctor may ask to continue to follow 
you to monitor your safety outside of 
the study. 

If you withdraw from this research 
study, the study doctor will keep your 
study data that has already been 
collected.  

[Insert Transplant Center PI name], 
the Sponsor (NMDP/Be The Match), 
the Institutional Review Board, or the 
FDA may stop the study at any time. 
The investigator(s), your doctor, or 
the NMDP may remove you from the 
study at any time without your 
permission.   

You will be informed of any new 
findings that may affect your health, 
welfare, or willingness to stay on the 
study.  

Revisions made to match NMDP/RCI 
BMT Template consent 

16. Questions or 
Concerns about the 
Study 

16. Questions or Concerns about the 
study 

16. Questions or Concerns about the 
Study 

Revisions made to adjust formatting 
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 If you have questions, concerns or 
complaints about this study, please 
contact:  

  _____   ________________at 
____<< Transplant center to enter 
information>> 

If you have questions or concerns 
about your rights as a study subject 
or about potential risks and injuries, 
please contact: _______________ at 
<< Transplant center to enter 
information>> 

If you wish to contact an independent 
third party not connected with this 
study about problems, concerns, 
questions, information, or input, 
please contact a Patient Services 
Coordinator with Be the Match® 
Patient Services at 1-888-999-6743 
or patientinfo@nmdp.org.   

You will be given a copy of this 
consent form for your records. 

If you have questions or concerns or 
complaints about this study, please 
contact:  

<Study 
Doctor or 
other 
title/role> 

< insert 
name >  

< insert 
phone 
number >  

If you have questions or concerns 
about your rights as a study subject 
or about potential risks and injuries, 
please contact:  

<Study 
Doctor or 
other 
title/role> 

< insert 
name >  

< insert 
phone 
number >  

If you have questions about your 
rights as a study subject, please 
contact:  

<Study 
Doctor or 
other 
title/role> 

< insert 
name >  

< insert 
phone 
number >  

If you wish to contact an independent 
third party not connected with this 
study about problems, concerns, 
questions, information, or input, 
please contact a Patient Services 
Coordinator with Be the Match® 
Patient Services at 1-888-999-6743 
or patientinfo@nmdp.org.   

[Insert Transplant Center office of 
research subject advocacy contact 
information]. 

Revisions made to match NMDP/RCI 
BMT Template consent and provide 
formatting structure to study site 
information 

mailto:patientinfo@nmdp.org
mailto:patientinfo@nmdp.org
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You will be given a copy of this 
consent form for your records. 

17. Subject’s 
Statement of 
Consent 

I have been informed about this 
study’s purpose, procedures, possible 
benefits and risks. I have been given 
a chance to ask questions and have 
had them answered to my 
satisfaction. I understand that I can 
ask more questions at any time. 

I voluntarily agree to participate in this 
study. 

By signing this consent form as a 
subject in a study, I have not given up 
any of the legal rights, which I 
otherwise would have. 

My signature below means that:  
• I have read this consent form 

or it has been read to me. 
• I have been given time to 

consider the study-related 
procedures and risks, as well 
as the alternatives. All of my 
questions were answered to 
my satisfaction.  

• I understand my participation 
is voluntary. There is no 
penalty if I refuse to 
participate. I understand that I 
can withdraw my consent at 
any time without any legal 
consequences and without 
any penalty or loss of benefits 
to which I am entitled.  

• I agree to comply with the 
requirements of the study, 
follow my doctor’s instructions 
and let my doctor know about 
any medical issues I have 
during the study.  

• My consent does not release 
the sponsor from its 
obligations and my legal 
rights will not be affected.  

• I agree that the sponsor 
and/or representative, 
regulatory authorities and IRB 
representatives will be 
granted direct access to my 
original medical records or 
copies. 

• I understand that I will be 
given a signed and dated 

Revisions made to match NMDP/RCI 
BMT Template consent 
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copy of this document for my 
records.  

I have been informed about this 
study’s purpose, procedures, possible 
benefits and risks. I have been given 
a chance to ask questions and have 
had them answered to my 
satisfaction. I understand that I can 
ask more questions at any time. 

I voluntarily agree to participate in this 
study. 

By signing this consent form as a 
subject in a study, I have not given up 
any of the legal rights, which I 
otherwise would have. 

NMDP IRB 
Approval Stamp 

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 

NATIONAL MARROW DONOR 
PROGRAM® 

INSTITUTIONAL REVIEW BOARD 
APPROVAL DATE:  

NOVEMBER 13, 2018 
Do not sign this form after the 

approval expiration date: 
 NOVEMBER 12, 2019 

Revisions made to update NMDP IRB 
approval stamp and date 

 
Document Section Previous Version  (r1.6) 

 
Amended Version (r2.0) 
 

Rationale 

Minor 
Information 
Sheet 

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

IRB-2011-0264 Version 1.6 

NMDP IRB Approved: November 13, 
2018 through November 12, 2019 

IRB-2011-0264 Version 2.0 

Revisions made to update version 
and NMDP IRB approval date 

Title Information Sheet for Minors Information Sheet for Minors to 
Participate in a Research Study 

Revisions made to clarify document 
purpose 
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(blank) 
What is the name of this… 

You are being asked to be in a 
research study. A research study is a 
way to test new ideas and learn new 
things. This form will tell you about 
the study. Dr. [Insert site Principal 
Investigator (PI) name] will talk to you 
about the study and answer all of your 
questions.  

What is the name of this… 

Revision made to provide purpose of 
research. 

What is the name of 
this research study? 

What is the name of this study? What is the name of this research 
study? 

Revision made to update header to 
include research 

Why am I being 
asked to be in this 
research study? 

Why am I being asked to be in this 
study? 

Why am I being asked to be in this 
research study? 

Revision made to update header to 
include research 

What will happen to 
me on this research 
study? 

What will happen to me? What will happen to me on this 
research study? 

Revision made to update header to 
include research 

Your doctors will watch how you are 
doing before and after your transplant 
as they would with any other 
transplant recipient. 

Your doctors will watch how you are 
doing before and after your transplant 
as they would with any other 
transplant patient. 

Revision made to clarify to participant 

Will any good things 
happen to me if I’m 
a part of this 
research study? 

 Will any good things happen to me 
if I’m a part of this research study? 

We do not know if good things will 
happen to you if you are a part of this 
research study. What we learn from 
this study might help patients who 
have cord blood transplants in the 
future. 

Revision made to include description 
of any benefits to the subject (21 CFR 
50.25) section 
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Will it hurt to be a 
part of the research 
study? 

 Will it hurt to be a part of the 
research study? 

Your doctor will talk to you about the 
things that could happen that might 
hurt you during your cord blood 
transplant. We do not know of any 
extra things that might hurt you if you 
have a transplant with the cord blood 
that does not meet all the new rules 
put in place by the FDA. 

Revision made to include description 
of risks or discomforts to the subject 
(21 CFR 50.25) section 
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