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Cord Blood Effective at 
Fighting Tumors 
Researchers have discovered that 
cord blood-derived T lymphocytes 
can play a key role in tumor 
remission. Cord blood 
mononuclear cells and/or tumor 
cells were transplanted into 
nonobese diabetic/severe 
combined immunodeficient mice. 
Following the cord blood 
transplant, reconstituted T cells 
had considerable antitumor effects 
against human cervical and lung 
tumors. The scientists were also 
able to confirm that T cells 
demonstrated antigen cytotoxicity 
for specific tumors in vitro. More... 

 
New Method for Studying 
Cause of Parkinson’s 
For the first time, researchers will 
be able to study nerve cells that 
mimic those of Parkinson’s  
patients in hopes of determining 
the cause of the disease. 
Researchers at Oxford University 

grew the nerve cells, including 
dopamine neurons, from skin cells 
taken from people with 
Parkinson’s. The study will 
examine what Parkinson’s does to 
the neurons and ultimately lead to 
new therapies. More... 

 
SALL4 Significantly 
Increases Hematopoietic 
Stem Cells 
Scientists were able to increase 
adult hematopoietic stem cells 
(HSCs) more than 10,000-fold 
using the SALL4 gene. According 
to the study published in Blood, 
SALL4 transferred into human 
bone marrow HSCs produced 
SALL4 protein which was then 
exposed to cytokines to resemble 
bone marrow. The cells replaced 
and expanded into bone marrow 
stem cells which were successfully 
transplanted from one group of 
recipients to another and then 
again from the secondary 
recipients to another group of 
recipients. More... 
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CLINICAL RESEARCH 

 

ASSOCIATION NEWS 

 
Call for Nominations for Biology of Blood and Marrow 
Transplantation Editor-in-Chief 
The ASBMT Publications Committee is requesting nominations for the 
position of Editor-in-Chief of Biology of Blood and Marrow Transplantation 
(BBMT) to begin Jan. 1, 2013. Any ASBMT member may self-nominate or 
submit a name for nomination. The nominee should approve the 
submission of his/her name. More...   Continues on page 3 
 

http://www.asbmt.org/displaycommon.cfm?an=1&subarticlenbr=17
http://www.asbmt.org/displaycommon.cfm?an=1&subarticlenbr=7
http://www.asbmt.org/
http://www.biomedcentral.com/content/pdf/1471-2407-11-225.pdf
http://www.ox.ac.uk/media/news_stories/2011/110617.html
http://bloodjournal.hematologylibrary.org/content/early/2011/05/20/blood-2011-01-333641.abstract?sid=9229504c-da0f-4030-b012-a60c85e53ad2
http://asbmt.affiniscape.com/displaycommon.cfm?an=1&subarticlenbr=55


 

 

 
 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Put Down that Cord Blood Unit: Show 
Me Your License, Registration and IND 

 
While umbilical cord blood (UCB) 

transplantation has been growing rapidly and 
providing grafts for numerous patients without 
suitable related or unrelated (URD) volunteer 
donors, additional safety regulations and 
procedures will be tightly directing the field very 
soon. In guidance documents issued in late 2009, 
the FDA announced rules for licensure (BLA) of 
cord blood units by cord blood banks. Licensed 
units must meet GMP and GTP manufacturing 
requirements and must meet strict donor eligibility 
rules. Though a full inventory assessment of already 
available frozen cord blood units is incomplete, it is 
anticipated that the vast majority of previously 
banked cord blood units will not meet licensure 
requirements.  

To provide access to unlicensed cord blood 
units, new regulations will require that transplants 
using unlicensed units can only be performed under 
an approved IND. The firm and final date for 
having an available IND to access and use 
unlicensed cord blood units for transplantation is 
Oct. 20: a date that is fast approaching. Those of us 
interested in continuing UCB transplantation must 
establish our own transplant INDs with the FDA 
to access unlicensed cord blood units and have 
them approved and in place prior to Oct. 20.  

Alternatively, an IND protocol has been 
developed by the NMDP (Protocol 10-CBA). PIs 
on the protocol are transplant physicians at 
participating U.S. transplant centers. This protocol 
will allow access and distribution of unlicensed cord 
blood units to pediatric and adult patients using 
either U.S. or international cord blood bank 
products that the transplant centers deem 
acceptable. The primary objective of this IND 
protocol will be to assess engraftment success using 
UCB. Secondary objectives are: to assess 
frequencies of rejection, transmitted infection, 
serious infusion reactions, one-year survival, acute 
and chronic GVHD, and platelet recovery. 
Participation in this unlicensed cord blood unit 
protocol will only be allowed to participating 
transplant centers and for specified diseases 
including hematological malignancies, certain  

 

lysosomal storage and peroxisomal enzyme 
deficiency disorders (Hurler Syndrome (MPS I)), 
Krabbe disease (globoid leukodystrophy), X-linked 
adrenoleukodystrophy, primary immunodeficiency 
diseases, bone marrow failure syndromes and beta 
thalassemia. An alternate IND protocol will be 
required for other illnesses not specified, including, 
for example, sickle cell disease. 

Therefore, several steps are required for 
transplant centers to continue using UCB and for 
cord blood banks to continue their operations. 
Access to any unlicensed cord blood units (likely to 
be the vast majority of the available international 
cord blood inventory for the next several years) will 
require an IND to access any of these cord blood 
units. Participation in the NMDP protocol may be 
the simplest route, but transplant centers may 
create their own IND protocol. For unspecified 
indications, an additional treatment IND will be 
required to use unlicensed cord blood units (and 
perhaps even the few licensed cord blood units; 
that remains uncertain). Institutions wishing to 
continue uninterrupted access to cord blood grafts 
either from U.S. or international banks (such as my 
own where UCB is our prime non-family graft 
source): time’s a wastin’.  

I urge all transplant programs interested in 
pursuing cord blood grafting to quickly learn more 
about the regulations and procedures, decide how 
you will plan to access an IND, get it established 
and IRB-approved within your institution, and 
determine your own procedures for participation, 
data collection and reporting requirements. A lot of 
information is available at the FDA and at the 
NMDP website (www.marrow.org/cblicensure), 
and many individuals involved in the field are 
already schooled in these procedures and policies. 
However, I’m sure no one is ready to go. 

So get busy or on Oct. 20, the sheriff will pull 
you over and make you  
stop unless you can pull 
out your license, 
registration and IND. 

Good luck. 
 

 

-Daniel 
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http://www.marrow.org/cblicensure


recombination to correct a defective gene, 
according to the study published in Proceedings of 
the National Academy of Sciences. More... 
 
New Method Increases Efficiency of 
Stem Cells 
A significant number of induced pluripotent 
stem cells (iPSCs) were produced from fibroblast 
cells using a new method, according to a study 
appearing in Cell Stem Cell. Using microRNAs, 
the procedure produced 10,000 iPSCs for every 
100,000 adult human cell used compared to less 
than 20 iPSCs typically created from the four key 
transcription factor genes. Researchers believe 
that microRNAs may help to maintain the stem 
cell pluripotency. More... 

 
New Method Increases Efficiency of 
Stem Cells 
A significant number of induced pluripotent 
stem cells (iPSCs) were produced from fibroblast 
cells using a new method, according to a study 
appearing in Cell Stem Cell. Using microRNAs, 
the procedure produced 10,000 iPSCs for every 
100,000 adult human cell used compared to less 
than 20 iPSCs typically created from the four key 
transcription factor genes. Researchers believe 
that microRNAs may help to maintain the stem 
cell pluripotency. More... 
 
Benefit of Stem Cells Injected During 
Cardiac Bypass Being Studied 
A new study being performed at Methodist 
DeBakery Heart & Vascular Center in Houston 
is examining whether adding stem cells to the 
heart during bypass surgery can create new blood 
vessels and improve heart function. During 
bypass surgery, surgeons will harvest stem cells 
from the patient’s bone marrow and inject them 
into the patient’s heart after the bypass portion 
of the surgery has been done. More... 
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considerations and models of clinical trial design, 
will be examined with intent to optimize overall 
processes for the future. Visit  
www.pactgroup.net for workshop details.  
 

Immune Tolerance Network 
Immune Tolerance Network (ITN) is a clinical 
research consortium dedicated to the 
development of immune tolerance therapies for 
autoimmune disease and transplantation. The 
ITN is currently seeking short “Concept 
Proposals” for novel clinical trials designed to 
induce immune tolerance in combined allogeneic 
solid organ transplantation plus therapeutic cell 
transfer. The proposal submission deadline is 
Aug. 31. More... 

 
Call for Clinical Trial Contributions 
The Federation of Clinical Immunology 
Societies (FOCIS) has created an opportunity for 
collaboration with their member societies in 
building an interdisciplinary clinical trial listing in 
the new ePublication, Translational Immunology 
Update. The section will include phase 1 and 2 
studies using novel immunotherapeutics or 
standard immunotherapeutics in new diseases or 
new ways.  The trials will be formatted in a table 
with key variables including the drug name, 
disease, overall study design, primary outcome 
variables and results.  The goal is for readers to 
have a better understanding of the application of 
clinical immunology outside of their field. To 
participate, submit trials that you are aware of to 
http://translationalimmunology.pbworks.com/
Clinical-Trial-Contributions. 

     
Continues on page 4 
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Oct. 1 Deadline for New Investigator 
Awards 
New investigator awards of $60,000 each, to be 
presented at the 2012 BMT Tandem Meetings, 
are being supported by Amgen, Genentech, 
Millennium, Otsuka and ASBMT. The deadline 
for applications is Oct. 1. More... 
 

FACT Virtual Roundtable 
FACT is pleased to announce its virtual 
roundtable on FDA Cord Blood Licensure and 
IND Requirements. The virtual roundtable will 
be on Wednesday, July 27, at noon (CDT), 1 p.m. 
(EDT) and 5 p.m. (GMT) and will feature three 
organizations that have valuable information to 
share with all cord blood banks. The National 
Marrow Donor Program (NMDP), the Carolinas 
Cord Blood Bank and the National Health 
Service Cord Blood Bank (NHS CBB) of the 
United Kingdom will share their organizations' 
experiences preparing for FDA cord blood 
licensure and/or the IND process.  
More... 
 

NHLBI/PACT Workshop 
Announcement 
The NHLBI/PACT Workshop “Cell Therapy 
for Pediatric Diseases: A Growing Frontier” will 
take place Sept. 14-15 at the Lister Hill Center 
Auditorium of the National Library of Medicine 
in Bethesda, Md. This workshop will address 
strategies to overcome the barriers to advancing 
the development and delivery of cell-based 
therapies for pediatric patients, in particular those 
with rare and life-threatening diseases. The 
clinical applications of cellular therapies and 
regenerative medicine, including the ethical 

The June ASBMT eNews article “Motor and Memory Impairments After Transplant for Blood 
Cancers Improve” should have indicated that motor and memory skills are the two areas that do 
not improve one to five years after transplant, while executive function and information processing 
speed continue to improve one to five years after transplant. ASBMT eNews regrets the error. 
 

CORRECTION 

http://www.pnas.org/content/108/16/6537.full?sid=072eecc4-4e6f-4e0c-8d38-4968393364a5
http://www.sciencedirect.com/science?_ob=ArticleURL&_udi=B8G3V-52JV6X5-F&_user=10&_coverDate=04%2F08%2F2011&_rdoc=1&_fmt=high&_orig=gateway&_origin=gateway&_sort=d&_docanchor=&view=c&_acct=C000050221&_version=1&_urlVersion=0&_userid=10&md5=932191331e83f35f55d8fc543b2b6c32&searchtype=a
http://www.sciencedirect.com/science?_ob=ArticleURL&_udi=B8G3V-52JV6X5-F&_user=10&_coverDate=04%2F08%2F2011&_rdoc=1&_fmt=high&_orig=gateway&_origin=gateway&_sort=d&_docanchor=&view=c&_acct=C000050221&_version=1&_urlVersion=0&_userid=10&md5=932191331e83f35f55d8fc543b2b6c32&searchtype=a
http://www.methodisthealth.com/body.cfm?id=495&action=detail&ref=771
http://www.pactgroup.net/
http://asbmt.affiniscape.com/associations/11741/files/2011_Solid%20Organ%20-%20HSC%20Transplantation%20-%20July%20eNews.pdf
http://www.focisnet.org/FOCIS/index.php
http://www.focisnet.org/FOCIS/index.php
http://translationalimmunology.pbworks.com/Clinical-Trial-Contributions
http://translationalimmunology.pbworks.com/Clinical-Trial-Contributions
http://www.asbmt.org/displaycommon.cfm?an=1&subarticlenbr=8
http://www.factweb.org/forms/meeting/MeetingFormPublic/view?id=55C6000001EC
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Summit on Cell Therapy for Cancer 
The Summit on Cell Therapy for Cancer will 
include dynamic discussions and lectures by 
leaders in the field to provide an in-depth 
review of the state-of the art cell therapy as a 
cancer immunotherapy. The 1½-day program 
will include presentations on the latest research 
on induced pluripotent stem cells, 
reprogramming immune cells and translational 
considerations, various cell therapy modalities, 
regulatory considerations, methods for T cell 
expansion, biomarkers, adoptive immune 
therapies for melanoma, persistence of 
transferred cells, differentiation of human and 
mouse immune stem cells, and clinical trials that 
will impact cell therapies from the perspective 
of the Cancer Immunotherapy Trials Network. 
For more information on the program, speakers 
and registration, please visit 
http://www.sitcancer.org/meetings/am11/sum
mit11/. 

 

ASSOCIATION NEWS (CONTINUED FROM PAGE 3) 

 
Public Comments Requested on Draft 5th 
Edition of FACT-JACIE Cellular Therapy 
Standards  
The Foundation for the Accreditation of Cellular 
Therapy (FACT) and the Joint Accreditation 
Committee of ISCT-EBMT (JACIE) have 
published the draft 5th Edition of the FACT-
JACIE International Standards for Cellular Therapy 
Product Collection, Processing, and Administration for 
inspection and public comment. The public 
comment period has been open for a 90-day 
period that began in April and ends on July 14.  
Please visit the FACT website at 
http://www.factwebsite.org/ to download the 
draft Standards and instructions for submitting 
comments. 
 

BMT TANDEM MEETINGS 

 
Registration Will Soon Open for 2012 
BMT Tandem Meetings in San Diego 
Online registration and housing will open soon 
for the 2012 BMT Tandem Meetings Feb. 1-5 
in San Diego. Links to meeting registration, 
housing reservations, preliminary program, 
abstract submission and parallel conferences 
will all be found in one convenient location. 
Continue checking the website for further updates… 
 

Abstract Submission Deadline is Oct. 13 
for Tandem Meetings 
The abstract submissions process for the BMT 
Tandem Meetings in San Diego will be open 
Aug. 1 - Oct. 13. Invitations for oral 
presentations will be offered to more than 100 
authors whose abstracts received the highest 
scores from the review committees. Many others 
will be accepted for poster presentations. 
Continue checking the website for further updates… 
 

http://www.sitcancer.org/meetings/am11/summit11/
http://www.sitcancer.org/meetings/am11/summit11/
http://www.factwebsite.org/


ASBMT eNews is partially supported by a grant from Millennium Pharmaceuticals, Inc. 
 

Copyright © 2011 American Society for Blood and Marrow Transplantation. 
All rights reserved.  

 
The editor for ASBMT eNews is Stephanie J. Lee, MD, MPH. 

ASBMT eNews services provided by Lori O’Keefe.  
 

Do you have news, responses or opinions to share with us?  
Please e-mail the association office at enews@asbmt.org. 

 

 

 

 
 

 

 

 

•DECEMBER 
American Society of Hematology 
53rd Annual Meeting 
December 10-13 
San Diego, California 

 
• 2012 
BMT Tandem Meetings 
Combined ASBMT and CIBMTR Annual 
Meetings 
February 1-5 
San Diego, California 
 

• 2013 
BMT Tandem Meetings 
Combined ASBMT and CIBMTR Annual 
Meetings 
February 13-17 
Salt Lake City, Utah 
 

• 2014 
BMT Tandem Meetings 
Combined ASBMT and CIBMTR Annual 
Meetings 
February 19-23 
Orlando, Florida 
 
 
 
 
 

 

 

  

• JULY 
CRYO 2011 
Society for Cryobiology 
48th Annual Meeting 
July 24-27 
Corvallis, Oregon 
 

•AUGUST 
2011 Pan Pacific Lymphoma 
Conference 
August 15-19 
Koloa, Kauai, Hawaii 
 
Society for Hematology and Stem 
Cells 
40th Annual Scientific Meeting 
August 25-28 
Vancouver, Canada 
 

•SEPTEMBER 
2ND Donor Outcome Workshop 
September 1-2 
Leiden, The Netherlands 
 
BMT InfoNet 
4th National Survivorship Conference 
September 10-11 
Atlanta, Georgia 
 
ISCT North American Regional 
Meeting 
September 15-16 
Charlottesville, Virginia 
 
ESH-ICMLF 13th International 
Conference on Chronic Myeloid 
Leukemia – Biological Basis of 
Therapy 
September 22-25 
Estoril, Portugal 
 

•SEPTEMBER (CONT.) 
European Society for Medical 
Oncology 
The European Multidisciplinary Cancer 
Congress 
September 23-27 
Stockholm, Sweden 
 
REACT/TS 5th International 
Symposium 
September 27-29 
Miami, Florida 
 

•OCTOBER 
American Society for 
Histocompatibility and 
Immunogenetics 
37th Annual Meeting 
October 17-21 
New Orleans, Louisiana 
 
American Association of Blood 
Banks 
2011 Annual Meeting 
October 22-25 
San Diego, California 
 
World Cord Blood Congress  
October 27-29 
Rome, Italy 
 
European Society of Gene & Cell 
Therapy 
19th Annual Congress 
October 27-31 
Brighton, United Kingdom 
 

CALENDAR OF EVENTS 
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