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Based on information from the docket and other sources cited in the reviews, 
HEMACORD will be licensed for the following indication: 
  
Hematopoietic progenitor cells, cord blood is an allogeneic cord blood hematopoietic 
progenitor cell therapy indicated for use in unrelated donor hematopoietic progenitor cell 
transplantation procedures in conjunction with an appropriate preparative regimen for 
hematopoietic and immunologic reconstitution in patients with disorders affecting the 
hematopoietic system that are inherited, acquired, or result from myeloablative 
treatment.  The risk benefit assessment for an individual patient depends on the patient 
characteristics, including disease, stage, risk factors, and specific manifestations of the 
disease, on characteristics of the graft, and on other available treatments or types of 
hematopoietic progenitor cells. 
  
I have considered the reviews which evaluated data from the docket and other sources, 
as well as the discussion at the Advisory Committee meeting of the CTGTAC held on 
9/22/2011 to discuss this application. Although hematopoietic recovery, following 
transplantation with HPC-C, varies by disease and other clinical factors, as well as 
factors associated with the graft, the data demonstrate that cord blood can be used as a 
source of hematopoietic progenitor cells for transplantation. Data in a variety of disease 
indications demonstrates that this hematopoietic recovery is associated with benefit to 
selected patients. For these reasons, the above indication is appropriate. However, 
because of the risks including graft failure, GVHD, engraftment syndrome, and infusion 
reactions, careful consideration of patient and graft characteristics, and other available 
treatments, should be incorporated in selection of this treatment option for an individual 
patient, and this information will be incorporated into the label. 
 

Page Last Updated: 12/08/2011  
Note: If you need help accessing information in different file formats, see Instructions for Downloading Viewers and 
Players. 
Language Assistance Available: Español | 繁體中文 | Tiếng Việt | 한국어 | Tagalog | Русский | ةيبرعلا | Kreyòl Ayisyen | 
Français | Polski | Português | Italiano | Deutsch | 日本語 | یسراف | English  

https://www.fda.gov/AboutFDA/AboutThisWebsite/WebsitePolicies/ViewingFiles/default.htm
https://www.fda.gov/AboutFDA/AboutThisWebsite/WebsitePolicies/ViewingFiles/default.htm
https://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523741.htm%23spanish
https://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523741.htm%23chinese
https://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523741.htm%23vietnamese
https://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523741.htm%23korean
https://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523741.htm%23tagalog
https://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523741.htm%23russian
https://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523741.htm%23arabic
https://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523741.htm%23creole
https://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523741.htm%23french
https://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523741.htm%23polish
https://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523741.htm%23portuguese
https://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523741.htm%23italian
https://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523741.htm%23german
https://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523741.htm%23japanese
https://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523741.htm%23farsi
https://www.fda.gov/AboutFDA/AboutThisWebsite/ucm523741.htm%23english

	Review, November 10, 2011 - Hemacord

