Pentavalent Impact Study- Concerns

1.  Clinical trials will require high cost, so not needed! (The decision of NTAGI 2010)

2.  No pilot study conducted in the country yet, even though NTAGI 2008 decided to do it

3.  So introduction in Kerala & TN should be viewed as a clinical trial type of impact study! The number of children to be immunized in TN is 11 lakhs & in Kerala 5 lakhs. So practically GOI is implementing a mega trial.

4.  The ministry is yet to come out clean on Lucknow deaths, even though it is almost 1 year after deaths and the report is still subjudice (the RTI reply to my request is not a categorical denial of penta valent vaccine use)

5.  The MOH is ready to take a calculated risk on the people of kerala and TN, because they have better vaccination figures.

6.  If we go thru the statistics of CBHI, on Pneumonia, Respiratory infection, Meningitis, Diphtheria & other VPD, Delhi seems to be the ideal place for impact study. H influenza B will cause meningitis & Pneumonia. There is no statistics available with CBHI about the number of case/deaths due to HiB meningitis in the country. But the deaths due to pneumonia in 2009&2010 in TN &Kerala together are 192, compared to Delhi alone with a death of 905 due to pneumonia during the same period.

7.  Even though Pentavalent is extensively used in private, it should not be a reason for introducing it directly into UIP even without a study for name sake!

8. If we use the same yard stick there was no need of any HPV trial in AP, since it is being used already by many private practitioners.The “post licensure observational study” of HPV in AP &Gujarath was in less than 25,000 girls.
9.  If a similar mishap like what happened in Srilanka, Bhutan &Bangladesh happens with Pentavalent in Kerala &TN, how we will be able to answer the public and it will adversely affect the whole immunization programes.(It is an accepted fact that hard core Pentavalent supporters can believe that what happened in neighboring countries is not due to vaccine!).Though Bhutan MOH also thinks that death is not due to Pentavalent vaccine, they have decided to destroy the balance amount of Pentavalent vaccine, which is alleged to have caused death! (They will get a new brand of Pentavalent from Srilanka & Nepal, for restarting Penta).It means MOH of Bhutan still doubt, whether deaths are due to that particular brand of Pentavalent!.So also WHO have decided to delist Shan5 &Easy five from the list of prequalified vaccines for UN procurement!
10. Since NTAGI 2010 itself is concerned about AEFI what is the rationale of introducing it directly into UIP, on a large scale. Ideally it should be used on a small scale in a state with good vaccination figures and more morbidity due to Pneumonia. Ideal choice is Delhi because of multiple reasons. They will not have to send the Central Team to Chennai or Kochi if something unexpected happens!

11. Last but not the least, is there any study conducted in India to find out the need of Hib vaccine? The NTAGI 2010 itself has committed that there is no comprehensive data on the prevalence of HiB in our country. It is based on assumptions! The children should not be denied of HiB only because data is not available!

12.  As per the media reports, Bill Gates have requested the MOH to introduce Penta valent in 5 states, GAVI CEO in 3 states and the MOH agreed for 2 states. Why Bill & GAVI is very enthusiastic about introducing it in India?

So in toto, even if we think that the vaccine is 100% safe, we need an impact study as recommended by NTAGI 2008 and in view of the concerns expressed by NTAGI 2010.It should be a state with better vaccination statistics, more morbidity and smaller population of children to be immunized (In Delhi, it is 2.5 lakhs) and where the central team can reach easily in case of AEFI deaths. So it should be Delhi & not Kerala or TN as probably desired by the funding agencies!
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