IN THE HIGH COURT OF DELHI AT NEW DELHI

(CIVIL ORIGINAL JURISDICTION)

Writ Petition (Civil) No. 13698 Of 2009

Public Interest Litigation
In the matter of:

Dr. K. B. Saxena & Ors.





…Petitioners

Versus

Union of India & Ors.





…Respondents

REJOINDER AFFIDAVIT ON BEHALF OF THE PETITIONERS
 I, Dr. Jacob M Puliyel S/o Late Shri P. M. Mammen  Head, Dept. of Pediatrics, St. Stephens Hospital, Tis Hazari, New Delhi-110054, do hereby solemnly state and affirm as under: 
1. That I am the Petitioner No. 8 in the above writ petition and being conversant with the facts and circumstances of the case, am competent to swear this Affidavit.
2. Petitioners have filed the above writ petition highlighting how in the absence of a rational evidence-based vaccine policy, newer and newer vaccines are being pushed into the public health system at the behest of pharmaceutical industry and international bodies like World Health Organization (WHO). Petitioners have specifically challenged the proposed introduction of Pneumococcal, Hepatitis B, Hib and Pentavalent vaccines into the country’s Universal Immunization Programme.
3. This Hon’ble court in its last order asked the Government to formulate a rational vaccine policy based on the four principles of:
i. Incidence of Disease

ii. Efficacy of the vaccine

iii. Side-effects of the vaccine

iv. Cost of the vaccine

4. Petitioners would like to submit that till date no policy, rules or guidelines have been made to guide the Government on introduction of new vaccines in the Universal Immunization Programme which would make the system based on evidence and less prone to commercial vested interests.

5. The Government in its counter-affidavit has justified the introduction of certain vaccines including the 5-in-1 Pentavalent vaccine which is a combination of an essential EPI vaccine i.e. DPT and non-EPI vaccines of Hib and Hepatitis B.

6. The minutes that have been placed do not reflect as to what transpired in the meeting of expert committee.  The conclusions were a preexisting set of ideas registered by the chair as the opinion of the committee. At the expert committee meeting some points had been brought up by one speaker and never commented upon by anyone else, some had not been raised at all, and no vote was taken for any of them.
7. There is no transparency on how the members of National Technical Advisory Group on Immunization (NTAGI) are selected. No norms have been laid down about who qualifies for nomination to the committee. The Government nominates who it likes and so denies itself the chance of getting balanced scientific opinion. In the past, some committee members nominated their colleagues and associates. This is far from ideal. The journal Vaccine has examined how such committees are constituted in other countries and gives us the chance of emulating the best practices abroad. In the US for example, the skills that are needed are described. (Annexure A) For example, the committee may want a statistician, an epidemiologist, a pediatrician, a public health nurse etc. The vacancies are advertised and eligible persons are selected for applicants for a fixed term. Those selected volunteer their time for work on the committee. The meetings here are open to the public and the public are permitted to ask questions to the members. This allows for transparency in decision making. Unless there is this form of openness and transparency the committee can get biased because of the persons selected.
Recommendation for Hib and Hepatitis B Vaccine 
8. A large multi-center prospective study has been done in India – perhaps the biggest such exercise done in the country to look for the need for Hib vaccination. Data on Part 1 of the study is available. The ‘Hib Sub Committee of the NTAGI that recommended Hib vaccine, overlooked data from this large study done specifically to advice policy. When this was pointed out, a new committee was set under the DG ICMR. In the end the committee published a document with ‘two view points’ and a summary recommendation that primarily reiterated the previous recommendation to introduce Hib but this time, making mention of the multi-center study. (Annexure B)
9. The new recommendation of NTAGI in its conclusion, acknowledges that the evidence for introduction was not clear, (thus violating all 4 of the basic principles given above for introduction of the vaccine). It proposes introduction in two States and concurrent studies to prove its usefulness.
10. It says Hepatitis B carrier rate is 2%. This is of little consequence. The vast majority of carriers go through life without being aware of their carrier state or being inconvenienced by it. For example, the bacteria all normal persons carry in their gut and on their skin – carrier rate is no concern. Thus it confuses carrier rate with rate of harm with Hepatitis B.
11. The need for country specific data on benefits of immunization is underlined by the Hepatitis B story. Data on deaths in Hepatitis B carriers in Taiwan was previously projected on the carrier rate in India. It is now understood that the low rate of problems in carriers in India is because it is a completely different strain of the virus that infects the two countries and the strain in India is less likely to go on to develop HCC. This has been acknowledged in the Core committee report that most cases in India are D strain which is less fulminent and runs a more chronic and benign course. The 2% carrier rate is not as great a concern in India (as it would be in Taiwan which has a completely different strain).
12. ICMR data shows that some 10,000 die of Hepatitis B related Hepatocellular carcinoma (HCC). This figure is exaggerated as 22238 cases in the recommendation of the expert committee deliberately quoting data of ‘all liver carcinoma from every cause’ and including the cancer following alcoholism (as if alcoholism related cancer can be curbed by Hepatitis B immunization).
13. The core committee now says in its recommendation that impact assessment on carrier rate should be done and that roll out to other states would be guided by ongoing experience and impact assessment. The decision to include the vaccine into the national programme is first made and scientific justification for it is made up later.
14. It is well known that colonization with one bacterium protects from other bacteria. A human gut is teeming with bacteria. They are usually harmless and rarely are the cause of disease. However if these harmless bacteria were destroyed by antibiotics, great harm can come to the patient because it leaves the field open to other bacteria which may be antibiotic resistant and may be more pathogenic (likely to cause more harm). Strain shift in countries that have introduced vaccines against pneumonia namely the Hib and Pneumococcal Vaccine is a regular occurrence and the evidence is that the new ‘replacement strains’ are more lethal than the original strains.
15. It is now evident that protection with vaccines against some bacterial strains only make for replacement by other strains and some are more harmful strains the original disease prevented by vaccine. Such strain shifts were seen with Hib. In the West, H influenza B has been nearly completely eliminated by vaccines but in its place other H influenza (non-b) has come in, and these strains are more harmful than the original resident Hib. They are more resistant to antibiotics and tend to cause more serious chest infections with pus formation (Annexure C). This was brought to the attention of the Expert Committee and pointed out in an Editorial in the Journal IJMR.
16. The BMJ have recently published a letter (Annexure D) showing how a study funded by GAVI through the WHO in Asia showed that Hib vaccine did not bring a reduction in the disease burden but the international sponsors of the study put out a misleading press release that the vaccine was useful in Asia. None of the international organizations involved in this scandal have even so much as tried to defend their action in spite of their castigation in an extensively cited and widely respected medical journal.
17. The strain shift story is repeated with the Pneumococcal vaccine. This is the vaccine that the NTAGI had approved even before the vaccine was manufactured – leave alone tested. They had recommended that a 13 valent vaccine which could cover 80% Indian strains is manufactured in 2010, it was to be introduced into the national immunization programme. Initially a 7 valent vaccine that covered over 80% of the strains abroad was introduced in the West.  The seven strains which were penicillin sensitive have now been replaced by other strains and the new strains are more likely to produce pus and are penicillin insensitive compared to the old stains. (Annexure E).
18. An Editorial in the IJMR concludes “Introduction of Hib vaccine in the national programme in the face of proven low incidence of invasive disease, absence of benefit from Hib vaccination demonstrated in the probe studies from Asia and the evidence of strain replacement in the West, appears to be a profligate exercise in futility”. (Annexure F)
19. The Government has on reconsideration admitted that it does not have the evidence to support either vaccine and it needs to study the costs and benefits. Under these circumstances, given the past record of the Government in succumbing to vested commercial interests, the Petitioners humbly submit to this Hon’ble court that the government must be compelled to report to the court about the results of the studies and the clearance of the court must be obtained before the introducing any new vaccine in the UIP. The government must also report on progress with making the standard 6 EPI vaccines available to the entire segment of the population which is currently available to only 50% of the population. The government must also be compelled to make its public sector vaccine manufacturing units fully functional in the interest of affordability and health security of the country. The Government must also be asked to lay down a rational evidence-based immunization policy and set out guidelines for selecting and functioning of its advisory body on immunization so its deliberations are open and transparent.
DEPONENT

VERIFICATION

I, the deponent above-named, do hereby verify that the contents of the above affidavit are true to my knowledge, no part of it is false and nothing material has been concealed therefrom.

Verified at New Delhi on         day of November 2010.
DEPONENT
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http://jacob.puliyel.com/download.php?id=217
Annexure E

http://pediatrics.aappublications.org/cgi/reprint/125/3/429
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