
 

VGX strengthens its plasmid position 

By Dr Matt Wilkinson 

17-Jul-2007 - US biopharmaceutical company VGX has strengthened its position in the 

plasmid DNA area with the award of two new patents covering the use and manufacture 

of plasmid DNA.  

The first of its two new US patents, entitled "Device and Methods for Biomaterial 

Production", covers a new production process for plasmid DNA and the second covers 

the use of a plasmid that encodes for growth hormone releasing hormone in the treatment 

of anaemia.  

 

The new approach aims to overcome the problems involved with isolating plasmid DNA 

from a bacterial host and will be used in the company's development of its own drug 

candidates as well as for contract manufacturing. 

 

According to Dr Niranjan Sardesai, vice president of Product Development at VGX 

Pharmaceuticals the production patent covers a "fundamentally different process for 

producing plasmid DNA in large quantities". 

 

He explained that on a bench-top scale there are a large number of choices of how the 

plasmid DNA is purified and recovered from the host bacteria, but on process scale-up 

the lysis step can become difficult and lead to low yields. 

 

"The patent describes a process that smooths out the process of recovering the plasmid 

DNA using a high shear-  low residence time mixing step to lyse the cells followed by a 

proprietary mixing process to clarify the lysates," said Dr Sardesai. 

 

The low residence time is crucial when using a high shear lysing process as a long 

residence time will reduce the yield of the plasmid DNA as genomic DNA from the host 

will be sheared and contaminate the product leading to losses due to the need for 

increased product purification. 

 

The lysis step is conducted under alkaline conditions and according to Dr Sardesai 

neutralising the system quickly is important if high yields are to be reached as the 

conditions can degrade the product. 

 

 



 

"The innovation in our process for this step is that we use a bubble chamber to sparge 

the neutralisation with air which ensures efficient mixing of the neutralisation reagents 

and increases product yields," he said. 

 

Because the process avoids the shearing of genomic DNA and the alkali lysis removes 

endotoxins the purity of the products is such that the products don't need to be polished 

using chromatography columns or resins, but rather by a membrane-based filtration 

process. 

 

VGX are currently in licensing discussions with several potential partners to get the 

technology into the market. 

 

The second patent covers the use of a plasmid that encodes for growth hormone releasing 

hormone (GHRH) to treat patients suffering from anaemia and cancer cachexia. 

 

Anaemia is a disorder of the blood caused by a deficiency of low red blood cells and 

haemoglobin and can be associated with HIV and cancer. 

 

VGX are trying to counter this by delivering a plasmid that encodes for GHRH via in 

vivo electroporation to control the release of growth hormone and form new red blood 

cells. 

 

"We have found that you can regulate IGF-1 [insulin-like growth factor] levels and 

growth hormone levels by administering GHRH in a DNA based form," said Dr Sardesai. 

 

He was quick to point out that other people have conducted studies where they have 

administered GHRH directly as a protein therapeutic to increase the production of red 

blood cells.  

 

Unfortunately, GHRH has a short half-life of between 30 to 60 minutes making the 

treatment impractical. 

 

"The advantage of using a DNA based delivery is that you can maintain steady state 

levels of GHRH because the cells express the protein," said Dr Sardesai. 

 

The company is currently in the process of finishing preclinical studies on the process 

and plan to make an IND (investigational new drug) application to the FDA (US Food 

and Drug Administration) early next year. 

 

 

 

 

 



Cautionary Factors That May Affect Future Results - Materials in this Press Release 

contain information that includes or is based upon forward-looking statements within the 

meaning of the Securities Litigation Reform Act of 1995. Forward-looking statements 

relate to expectations or forecasts of future events. You can identify these statements by 

the fact that they do not relate strictly to historical or current facts. They use words such 

as "anticipate," "estimate," "expect," "project," "intend," "plan," "believe," and other 

words and terms of similar meaning in connection with a discussion of potential future 

events, circumstances or future operating or financial performance. In particular, these 

include statements relating to future actions, prospective products or product approvals, 

future performance or results of current and anticipated products, sales efforts, expenses, 

the outcome of contingencies such as legal proceedings, and financial results. Any or all 

of our forward-looking statements here or in other publications may turn out to be wrong. 

They can be affected by inaccurate assumptions or by known or unknown risks and 

uncertainties. Many such factors will be important in determining our actual future results. 

Consequently, no forward-looking statement can be guaranteed, and forward-looking 

statements may be adversely affected by factors, including general market conditions, 

competitive product development, product availability, current and future branded and 

generic competition, federal and state regulations and legislation, manufacturing issues, 

timing of the elimination of trade buying, patent positions, litigations and investigations. 

Our actual results may vary materially, and there are no guarantees about the 

performance or valuation of VGX stock. It is also important to read the disclosure notice 

contained in many of the individual VGX documents available on www.vgxp.com as 

many contain important information on such cautionary factors as of the date of the 

individual document. We undertake no obligation to correct or update any forward-

looking statements, whether as a result of new information, future events or otherwise. 

You are advised, however, to consult any further disclosures we make on related subjects 

in our reports.  

About VGX Pharmaceuticals 
VGX Pharmaceuticals is a biopharmaceutical company with small molecule and biologic 

product candidates for the treatment of infectious diseases, cancer, and inflammatory 

diseases. The Company's clinical development programs include PICTOVIR™ for HIV 

infection, which is in Phase II clinical trials, and PENNVAX™-B, a DNA vaccine for 

preventing HIV infection, which is in Phase I clinical trials. In addition, VGX is planning 

to initiate Phase I clinical studies for VGX-1027, its lead compound for inflammatory 

diseases. VGX's research pipeline includes a new generation of SynCon™ DNA vaccines 

and therapeutics as well as the CELLECTRA™ electroporator, a patented DNA delivery 

device. The product candidates and technology programs are protected by the Company's 

extensive global intellectual property portfolio. More information about VGX can be 

found at www.vgxp.com. 
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