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FDA Approval of Amarex prepared IND application for GVHD Treatment 
 
Germantown, MD, USA – Amarex Clinical Research received ‘approval’ notification from the FDA for an 
IND application written and filed by Amarex on behalf of a biotech client. The IND is for a biological 
product intended to treat Graft Versus Host Disease (GVHD). Amarex anticipates initiating the first 
clinical trial under the IND by the end of the first quarter of 2016. 
“Acute or chronic GVHD can be severe and cause real physical as well as emotional hardship for the 
patient. Patients that undergo transplantation are often submitting themselves to a potentially life 
saving treatment in the hope of obtaining a cure for a critical disease. Although they are briefed on the 
associated risks and accept that, it can be frustrating when rejection occurs. Patients find themselves 
trading one disease for another in which physicians have a limited array of treatments to control the 
rejection process. Developing a new product in this area opens the door to improved quality of life for 
these patients and a stronger treatment toolbox for physicians,” said, Mary Riggs, BSN, MS, Vice 
President, Clinical Operations 
 
 
About Graft Versus Host Disease 
Graft Versus Host Disease is a complication that can occur after a stem cell or bone marrow transplant. 
With GVHD, the newly transplanted donor cells attack the transplant recipient's body. GVHD may occur 
after a bone marrow or stem cell transplant in which someone receives bone marrow tissue or cells 
from a donor. This type of transplant is called allogeneic. The new, transplanted cells regard the 
recipient's body as foreign. When this happens, the newly transplanted cells attack the recipient's body. 
GVHD does not occur when someone receives his or her own cells during a transplant. This type of 
transplant is called autologous. Before a transplant, tissue and cells from possible donors are checked to 
see how closely they match the person having the transplant. GVHD is less likely to occur, or symptoms 
will be milder, when the match is close. The chance of GVHD is: 
Around 30 - 40% when the donor and recipient are related 
Around 60 - 80% when the donor and recipient are not related 
 
 
About Amarex Clinical Research 
Amarex is a global full service Contract Research Organization (CRO) that provides complete clinical 
product development services to bioscience companies that can take your product from laboratory 
proof of concept to FDA approval. Amarex offers industry leading services in Project Management 
(Phase I-IV, BE/BA, PD/PD), Regulatory Affairs, FDA applications, Data Safety, Protocol Writing and but 
not limited to Consulting; regulatory strategy, statistics, study design, CMC, etc. Amarex’s senior 
management experience is world renown. Our leadership team’s expertise spans over 30 years in the 
biomedical research field, clinical operations and trial management of Phase 1-4 trials, reviewing and 
compiling over 100 clinical trial protocols and involvement with clinical trials in more than 60 countries. 
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