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M eridian Life Science, Inc.,

(MLS) of Memphis, Ten-

nessee, today announced

the completion of a second clinical

cGMP production lot of the live oral

RV3 rotavirus vaccine candidate for the

Murdoch Childrens Research Institute

(MCRI). The cGMP vaccine manufac-

turing process at MLS was observed by

representatives from MCRI, internation-

al nonprofit organization PATH, and

Indonesian manufacturer BioFarma.

The RV3 strain was discovered in

babies at a newborn nursery in Mel-

bourne, Australia. Babies who were

naturally infected with the RV3 strain

had no symptoms and were protected

from contracting rotavirus disease in

the first three years of life. In 2009 (dur-

ing a previous collaboration with MCRI

and PATH) MLS successfully manufac-

tured an initial clinical cGMP batch of

the RV3 vaccine candidate, which is

currently undergoing clinical evaluation

in Australia; first in adults, then chil-

dren, and, in the final stage, infants.

Rotavirus is the leading cause of severe

dehydrating diarrheal illness and deaths

in infants and young children. While

rotavirus infection is a global health

care issue affecting nearly every child by

the age of three, it has the most impact

in developing countries where nearly 90

percent of the 500,000 rotavirus-related

deaths occur annually.

The RV3 vaccine candidate was man-

ufactured using the Vero working cell

bank and RV3 master virus bank previ-

ously produced at MLS in 2009. Once

again, MLS was able to meet the

required target titer ensuring sufficient

materials for additional clinical studies.

Release testing of the vaccine has been

completed. A component of the pro-

gram with MCRI was for MLS to pro-

vide onsite training to representatives of

BioFarma in the manufacture and analy-

sis of the RV3 vaccine candidate for

eventual transfer to them for commer-

cial scale production. The products pro-

duced at MLS will be used in Phase I

and II clinical trials in Australia, New

Zealand, and Indonesia.

Dr. Victor Van Cleave, Vice President

of Research and Development for MLS,

stated, “We were extremely pleased

that MCRI returned to MLS for the

second cGMP manufacturing run of

the RV3 vaccine candidate. Once again,

representatives from MCRI, and also

PATH and BioFarma, worked hand-in-

hand with our scientists to ensure a

successful production run. MLS has

extensive experience in the production

of live viral vaccines in Vero cells, thus,

this project was an excellent fit for our

capabilities in viral vaccine manufac-

turing. It is rewarding to be a part of

this important clinical vaccine develop-

ment program that could prevent
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