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

AFFIDAVIT ON BEHALF OF THE PETITIONERS IN RESPONSE TO THE AFFIDAVIT DATED 07.12.2012 FILED BY RESPONDENT NO. 1 & 2 
 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. I have also been authorized by other petitioners to file this affidavit on their behalf.  That I have gone through the affidavit dated 07.12.2012 filed by Respondent No. 1 & 2 and submit my brief response as given below.
2. Petitioners had 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 had specifically challenged the proposed introduction of Pneumococcal, Hepatitis B, Hib and Pentavalent vaccines into the country’s Universal Immunization Programme.
3. Petitioners have filed an application (C.M. 18416/2011) putting on record the disturbing developments and seeking specific directions pursuant to the earlier orders of this Hon’ble Court passed in the above proceedings. This Hon’ble Court was pleased to issue notice on the above application. The Government of India then filed its response to the said application. Petitioners had then in February 2012 filed a detailed rejoinder to the Govt.’s response. Petitioners have thereafter filed a supplementary affidavit. In response to the same, the Government has filed the affidavit dated 07.12.2012. It is in response to the said affidavit, this reply affidavit is being preferred on behalf of the petitioners.
4. The Government has suggested that adverse effects of Pentavalent was not of concern to NTAGI. The same is not true as is clear from the minutes of the NTAGI meeting dated 26.08.2010, regarding the vaccine Pentavalent had itself stated: “As the vaccine has not been introduced there is not enough data on vaccine safety therefore the vaccine should be initially used in the states with better AEFI management and surveillance system to monitor the vaccine safety… The Core committee recommendation on Pentavalent vaccine were discussed and based on the recommendation the committee members felt that the vaccine should be introduced in selected few well performing states and further roll out should be based on the impact assessment of the vaccine including safety aspects… Pentavalent vaccine to be introduced in Immunization programme in the states of Tamil Nadu and Kerala. Thereafter data may be reviewed after 1 year of introduction before expanding the vaccine to other states.” Hence, AEFI (Adverse Effects Following Immunization) was a serious concern for even NTAGI, and it stated explicitly that therefore the there was need was to monitor the AEFI in the above 2 states before it is considered for roll out to other states. A copy of the said minutes is annexed as Annexure A.
5. The Government in its affidavit admits that it has plans to introduce the vaccine in 6 more States. However, it says that the introduction would be ‘nearly 1 year’ after the introduction in 2 southern states. Petitioners submit that the issue is not one year, but as to what is the evaluation report of the AEFI and the vaccine efficacy in the 2 States, which was the very purpose for its introduction. 
6. An article in the electronic British Medical Journal (BMJ) web site explains why the Government is scared of such an evaluation and why it is keen on expansion to other states without evaluation. Copy of the same is annexed as Annexure B. The pattern of sudden unexplained deaths in some recipients of the vaccine in these two states follows the same pattern seen previously in Sri Lanka, Bhutan, Pakistan etc. When an evaluation is made of the partially data collected from Kerala in the first 6 months of administering Pentavalent vaccine, it is clear that it will be improper to expand the programme to other states or even continue the programme in these two states if the Government is to follow the basic medical ethical principle of ‘primum non nocere’ (at first do no harm).
7. The figures in the BMJ website suggest that 5 children died soon after administering vaccine without an alternate explanation for their death. 4 died after their first dose of the vaccine. According to information obtained through RTI 40,000 babies had received vaccine at that point. If the same death rate following Pentavalent vaccine in Kerala in the first 6 months were extrapolated in a national immunization programme the article calculates that 3125 deaths following immunization is likely. This is 15 times more than deaths from Hib meningitis. The article shows that using Poisson probability theory the probability that these deaths occurred merely by chance is highly unlikely. 
8. The paper further points out  that there are too many deaths in too many countries to consider them mere coincidences. It becomes clear that the vaccine does cause sudden death like pencilline injections and like reactions to penicillin injection these are uncommon. The difference with penicillin injection is that reaction can be avoided or reduced by mandatory skin testing. No doctor would administer penicillin without doing a skin sensitivity test. In case of vaccines there is no test available and any healthy baby can be the next victim.
9. The affidavit of the Government says that the SOP nowhere states that there would be’ 570 cases of seizure, 570 cases of HHE and 20 cases of anaphylaxis and shock and 0-1 cases of encephalopathy per 1 million of DPT. This is not correct and the same data is provided clearly on page 13 of the SOP under the heading ‘Rare Serious Adverse events’. The fact that there are very few febrile seizures and perhaps no case of HHE recorded so far demonstrates that ‘Serious adverse events’ are not being recorded earnestly. 

10. When the first baby died in Kerala it was reported in the papers that the parents had smothered the child and killed her, and the Health Secretary of Kerala had gone to press to say the child died because the mother did not know how to breast feed the child. These events and the fact that other serious side effects have not been recorded suggest that the 5 deaths recorded may be underestimating the various adverse events following immunization. The Government is unwilling to have a fair and unbiased evaluation of the results from Kerala and Tamil Nadu. 
11. The fact that the Government has told the court that it does not plan to do such an evaluation of benefits and harms from pentavalent vaccine in Kerala and TN as mandated by the NTAGI, is axiomatic of what is wrong with the system and for which the petitioners approached this court - the fact that the Government machinery that is meant to look after the interests of the public has been busy batting for various vested interests of the vaccine manufacturers. 

12. The draft Minutes of the NTAGI meeting of 18 May 2012 are annexed as Annexure C. This shows that when it was pointed out Vaccine Policy presented to this court was not drafted by the 2 persons nominated by the NTAGI and not approved at a NTAGI meeting but merely circulated to members, the Health Secretary and Chair of NTAGI agreed to revisit the policy with inputs from NTAGI. This revised policy is not yet to be presented to court nor has the Government come out to state that it is not serious about making the revisions as agreed, though lot of submissions have been received by the Government.
13. The ‘equity argument’ that the Government is keen to give to the poor, the expensive vaccines that the rich can only afford, is made again without showing the vaccine is safe or efficacious.  It is because of this lack of objectivity that the petitioners have approached this court and it is evident in the affidavits filed by the Government.
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 January 2013.
DEPONENT
Annexure 3
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Jacob Puliyel on the pentavalent study in Kerala
21 Dec, 12 | by BMJ Group



The 14 December 2012 marked the end of a year long pentavalent vaccine study in Kerala, India. Kerala is a small state in the south with some of the best healthcare indicators in the country. The pentavalent vaccine is to replace the diphtheria, pertussis, and tetanus (DPT) vaccine and combines H influenza B and Hepatitis B with the older trivalent vaccine.

The pentavalent vaccine study in neighboring Tamil Nadu has about a month more to run. The final results may take another three months to be collated and analysed, but data on the first six months in Kerala are now available under the local right to information laws. The results are of interest not only to India, but also to the Asian countries, where the introduction of the vaccine has been controversial.

The controversy surrounding the vaccine relates to the fact that when introduced in neighbouring countries Sri Lanka, Bhutan, and Pakistan there were numerous “isolated instances” of unexplained or “sudden death” following vaccination. The deaths in Bhutan were said to be unrelated to vaccine, but probably related to viral encephalitis; the evidence provided for this was that the vaccine had not increased the death rate from viral encephalitis, when deaths following vaccination were added to the encephalitis deaths. However, after the vaccine was suspended in Bhutan there were “no further deaths from the encephalitis” in children under one year of age.

The WHO report on adverse events following immunisation in Sri Lanka found no alternate cause for deaths that would fall in the category “probably related” to vaccine under the Brighton Classification. The category “probably related” was removed, and the report stated that the deaths were unrelated to the vaccine.

The deaths in Pakistan were declared as “sudden infant death.” While these deaths were indeed sudden, it certainly is not SIDS, which refers only to unexplained death.

In view of these reports the National Technical Advisory on Immunization (NTAGI) in India suggested that the pentavalent vaccine be introduced only in two states and the harms and benefits evaluated after a year before it is considered for further rollout in the country.

A statistician friend analysed the deaths in Kerala against background mortality in the State. In the first six months of the immunisation programme 40,000 children were vaccinated with the new vaccine. Five of them died soon afterwards (in the next 36 hours or so). Four of the five occurred after the first dose of the vaccine and one after the second dose. Infant mortality in the state is 13 per 1000, and neonatal mortality is 7 per 1000. Post neonatal infant mortality of 6 per 1000 during 337 days (365-28 days of neonatal period) is 0.0178 per day per 1000 children. Using the Poisson probability theory my friend tells me that an observation of four deaths among the vaccinated 40000 vaccinated for the first time is highly inconsistent with the background mortality.

If five children were to die for every 40,000 vaccinated it means we can anticipate 3125 deaths after vaccination in India’s birth cohort of 25 million a year. A meticulously done population based study of Hib meningitis in India has shown that the incidence of haemophilus influenzae type b meningitis is 7/100,000 children under 5. This suggests there are 1750 cases of haemophilus influenzae type b meningitis in the nationwide birth cohort of 25 million. Given the estimated mortality rate 10% there would be 175 deaths from haemophilus influenzae type b meningitis in this cohort.  The vaccine related deaths appear to be far higher than the deaths likely to be prevented from meningitis.

The government standard operating procedure for AEFI recommends that all serious adverse events including seizures and hypotonic pathology be recorded. It states that approximately 570 cases of seizure, 570 cases of HHE and 20 cases of encephalopathy per 1 million doses of the DPT. The fact that none of these have been recorded after 40,000 children were immunised is suggestive that the recordings of adverse events are inadequate.

Two AEFIs related in time, place and/or by vaccine is considered a cluster.  When similar reactions occur with the same vaccine, across different countries, and with vaccines from a variety of manufacturers, it is difficult to consider them mere coincidences.  It will be interesting to see how the final arguments pan out in this debate.

Jacob Puliyel is a pediatrician and head of department at St Stephen’s Hospital in Delhi.

