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Presentation to, and Meeting with the Global Laboratories Branch of the CDC
On 5 May 2010, Tony made a presentation to approximately 50 members of the Global Laboratory Branch, headed by the estimable John Nkengasong.  I have circulated a copy of the presentation, which was well received.  I arranged this through Dennis Ellenberger, who manages the foreign lab operations.

The gist of the presentation was to give the group an overview of our sample stabilization tools, to highlight some of our contributions to global and public health efforts (including prior CDC collaborations), and to suggest new product offerings that may address their needs.  Most importantly, we solicited their advice about how we might adapt and validate our chemistry to meet their needs.

Following the presentation, Dennis announced that he would be meeting with us privately to discuss applications of our chemistry in more detail and invited others from the group to join us.  Eight others came to the meeting.

Chief among Dennis’s interests was whether our chemistry might add RNA stabilization with blood collected by dot-blot samples (DBS).  This technique has appeal because (a) patients do not require venous phlebotomy in field clinics, (b) transportation of the dot-blot cards is logistically simple, and (c) the HIV is not readily infectious when the blood is dried on the card.  Dennis and several of his colleagues proposed that the CDC and Sierra do a collaborative validation trial of Sierra chemistry in conjunction with dot-blotting technique.  The proposal is that Tony will impregnate the DBS cards with various concentrations of a couple different formulations of Genelock and the CDC will do aged viral load studies with HIV-spiked blood by qPRC over a two week aging period.  In fact, we left the CDC with a box of Whatman “903” DBS cards in order to commence the study.

This project is tremendously exciting, as it represents an important application and a potentially vast market for us.  Moreover, the CDC’s participation will be a significant imprimatur, if we are successful.  But we should be cautious in our optimism.  First, none of the laboratorians who work regularly with DBS understand the mechanism of degradation of the viral RNA on the DBS cards.  (They do not believe that the problem is inhibition, though none were completely confident in ruling-out the possibility.)  This makes it difficult to select an ideal formula since we don’t know exactly what problem we are addressing.  Second, there is a degree of uncertainty about the extent to which the impregnated chemistry will allude sufficiently into the blood drops to create the desired stabilization effect.  Third, we do not know the extent to which any stabilization effect we might create will be undone when the blood cells desiccate.  Still, Tony is optimistic.

In the event we are successful, it seems likely that Whatman would be interested in a collaboration, a license, or even an acquisition.  If we can preserve RNA for DBS, we would add tremendous value to their blotting papers.

Interest was also expressed in our HIV tube.  The comment we heard repeatedly was that they want two weeks of stabilization for both molecular and flow cytometry (for CD4 and CD 8).  We were unable to pull-out our best validation data for RNA preservation for the presentation – I think it is in the lab notebooks, but can’t find it – and used the time-limited San Mateo Public Health Department data instead.  We need to run simple RNA integrity validations over two weeks.  Even if we cannot achieve sufficient non-hemolysis to be able to run the flow cytometry over that time-period, they would find great utility in being able to do genotyping and viral load quantification.

Yang Chunfu, whose principal area of study is HIV drug resistance, is very interested in a whole blood product if we can stabilize both RNA and DNA for two weeks.  She doesn’t care how badly the samples might hemolyze.  She has just finished testing the plasma stabilization product of a local Atlanta company, SampleTanker, and found it to be only slightly helpful and outrageously expensive at approximately $8 per sample.  It also requires that the blood be fractioned, which is a contraint in many of the field locations she operates.  I note that another study seems to have determined it to have decent efficacy for HIV genotyping under controlled conditions.  Chunfu would like to try our whole blood tubes if we can show two-weeks of stabilization.

One other terrific idea was to use our chemistry to stabilize samples for TB diagnostics.  The biggest problem in the global health context with respect to TB is that sputum samples incubate tremendously between the time of sampling and the time of testing, frequently after transport and handling at high ambient temperatures.  The overgrowth of other bacteria destroys or obscures the ability to identify the TB species and strains.  The bacteriostatic quality of Genelock may be the perfect solution to this problem.

Tony is fast at work on the DBS stabilization tool development and should have the impregnated Whatman “903” cards back Dennis in a couple weeks.
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