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Document Section Previous Version (v9.0) 
 

Amended Version (v10.0) 
 

Rationale 

Protocol Title page Version 9.0 Version 10.0 Revision made to indicate change in 
document version 

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

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

Revisions made to indicate change in 
CIBMTR study personnel 

Protocol Synopsis; 
Exclusion Criteria 

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

• Patients who are enrolled on 
another Investigational New 
Drug Application (IND) protocol 
to access each unlicensed CBU 

Revision made to provide full term prior to 
abbreviated term  

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

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

Protocol deviation reporting removed as 
protocol deviations will now be 
documented in the Medidata Rave 
application by the study sponsor.  

Multiple pages Cord blood unit CBU Revision made to abbreviate term, ‘cord 
blood unit’ 

2. Study Design  
2.1 Study Overview 

All recipients receiving at least 
one unlicensed cord blood unit 
will be enrolled in the study and 
will be assessed for: neutrophil 
engraftment, serious infusion 
reaction, transmission of infection 
from CBU, survival, acute and 
chronic GVHD, and platelet 
engraftment. 

All recipients receiving at least one 
unlicensed CBU facilitated under 
the NMDP IND will be enrolled in 
the study and will be assessed for: 
neutrophil engraftment, serious 
infusion reaction, transmission of 
infection from CBU, survival, acute 
and chronic GVHD, and platelet 
engraftment. 

Revision made to specify enrollment 
requirements relative to unlicensed CBUs 
facilitated under the NMDP IND 
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3. Patient Registration 
and Enrollment 
3.1 Approaching 
Patients, Eligibility, 
and Obtaining 
Consent  

Enrollment in this study is 
required for patients whom an 
unlicensed CBU is determined to 
be the best transplant option. 

In instances where an unlicensed 
CBU is determined to be the best 
transplant option, patient 
enrollment in this study is required 
when the selected unlicensed CBU 
is facilitated under the NMDP IND. 

Revision made to specify enrollment 
requirements relative to unlicensed CBUs 
facilitated under the NMDP IND 

4. Safety 
4.1 Data Safety 
Monitoring 

It is the responsibility of each PI 
to forward the distributed 
communication to their local IRB. 

It is the responsibility of each PI to 
forward the distributed 
communication to their local IRB 
per local reporting policies. 

Revision made to specify that DPSM 
reports and communications should be 
submitted to local IRBs per local reporting 
policies 

4. Safety 
4.2 Reporting Product 
Complaint Data 

If the integrity of the CBU is 
compromised at receipt (or at any 
time after receipt), the transplant 
center should report to NMDP 
within 3 business days.   

If the integrity of the CBU is 
compromised at receipt (or at any 
time after receipt), the transplant 
center should report to NMDP 
within 3 business days using the 
Product Complaint form in the 
FormsNet3 Recipient module.   

Revision made to indicate specific 
reporting form 

4. Safety 
4.3.1 Reporting 
Instructions for the 
Investigator 

All serious recipient adverse 
events categorized below will be 
reported in accordance with the 
FDA requirements for adverse 
event reporting.  All serious 
adverse events determined to be 
caused by or probably caused by 
the cord blood unit based on 
objective evidence must be 
reported promptly under this IND 
protocol. 

All serious recipient adverse 
events (SAEs) categorized below 
will be reported in accordance with 
the FDA requirements for adverse 
event reporting.  All serious 
adverse events determined to be 
caused by or probably caused by 
the CBU based on objective 
evidence must be reported 
promptly under this IND protocol 
using the Adverse Event form in 
the FormsNet3 Recipient module. 

Revisions made to specify EDC and CRF 
names 

5. Data Management 
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 Clinical 

The data collection forms for the 
subjects enrolled on this study 
include the standard CIBMTR data 
collection forms (including Adverse 
Events and Product Complaints 
meeting study reporting 
requirements) in the FormsNet3 

Revisions made to specify EDC and CRF 
names 
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Trials Electronic Data Capture 
(EDC) system. 
   
Many important data elements for 
the study are collected on the 
standard reporting forms and 
therefore timely and accurate 
completion of these forms is 
essential. 

Recipient module, and study-
specific CIBMTR data collection 
forms in the Medidata Rave 
application.   
 
Many important data elements for 
the study are collected on the 
standard CIBMTR reporting forms 
and therefore timely and accurate 
completion of these forms is 
essential.  

5. Data Management 
5.2 Data Capture 
Methods 

Clinical Trials EDC system study 
forms 

Medidata Rave application study 
forms 

Study forms table revised to indicate 
current study-specific EDC and CRFs 

5. Data Management 
5.3 Protocol 
Deviations 

When an emergency occurs that 
requires a deviation from the 
protocol for patient safety, a 
decision will be made as soon as 
possible to determine whether or 
not the subject (for whom the 
deviation from protocol was 
effected) is to continue in the 
study.  All protocol deviations 
should be reported using the 
Protocol Deviation Form and 
submitted in the Clinical Trials 
EDC system. 
 
An electronic protocol deviation 
form will be completed and will 
describe the deviation from the 
protocol and state the reasons for 
such deviation. In addition, the 
Investigator will notify their local 
IRB as required in writing of the 

When an emergency occurs that 
requires a deviation from the 
protocol for patient safety, a 
decision will be made as soon as 
possible to determine whether or 
not the subject (for whom the 
deviation from protocol was 
effected) is to continue in the 
study. 
 
All protocol deviations will be 
documented in the Medidata Rave 
application by the study sponsor.  
Study sites are also required to 
note deviations in patient medical 
records and report them to their 
local IRB in accordance with local 
policies. All protocol deviations will 
be compiled centrally by the 
CIBMTR Protocol Coordinator and 
reported to the NMDP DPSM. 

Revisions made to indicate current 
protocol deviation reporting procedures 
and requirements 
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deviation from protocol per 
institutional standard.  
Non-emergency minor deviations 
from the protocol will be permitted 
with approval of the CIBMTR 
Protocol Coordinator. 

Protocol deviations should be 
discussed with the CIBMTR 
Protocol Coordinator. 

6. Statistical 
Considerations 
6.4 Disposition of 
Subjects 

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  

3. Substituted non-NMDP IND 
cord blood unit  

4. Substituted other cell source 
(BM, PBSC) 

5. Subject determined ineligible 
 
Study sites must complete the 
Study Exit form in the Clinical 
Trials EDC system for any 
subjects meeting one of these 
criteria. 

Study subjects should not be 
exited for the following reasons: 

1. Subject death after cord 
blood unit(s) shipped under 
the NMDP IND 

2. Transplant canceled after 
cord blood unit(s) shipped 
under the NMDP IND  

 

Off-Study Criteria 

Study sites must complete the 
Study Exit form in the Medidata 
Rave application for any subjects 
meeting one of these criteria: 

1. Subject withdrawal 
2. Transplant canceled: CBU(s) 

not shipped under NMDP IND  
3. Substituted non-NMDP IND 

CBU: CBU(s) not shipped 
under NMDP IND  

4. Substituted other cell source 
(BM, PBSC): CBU(s) not 
shipped under NMDP IND  

5. Subject determined ineligible 
 
Study subjects should not be 
exited after CBU(s) shipped under 
the NMDP IND. Subjects should 
not be exited for the following 
reasons: 
1. Subject death after CBU(s) 

shipped under the NMDP IND 
2. Transplant canceled after 

CBU(s) shipped under the 
NMDP IND  

3. Substituted non-NMDP IND 
CBU(s) after CBU(s) shipped 
under the NMDP IND 

Revisions made to indicate current study 
exit procedures and requirements 
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4. Substituted other cell source 
(BM, PBSC) after CBU(s) 
shipped under the NMDP IND 

  
Please contact the CIBMTR 
Protocol Coordinator with any 
questions or concerns regarding 
study exits. 
 

Document Section Previous Version (r5) 
 

Amended Version (r6) Rationale 

Investigator 
Brochure (IB) 

Page footer rev. 5 (2014May28)    rev. 6 (2016Oct19)   Revision made to indicate change in 
document version 

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 IND. 
 

Revision made to provide guidance 
regarding selection of supplies and 
reagents. 

Document Section Previous Version (v1.5) 
 

Amended Version (v1.6) Rationale 

Information 
Sheet for 
Minors 

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 
Research (CIBMTR). 

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

Correction of previous oversight 

 


