IN THE HIGH COURT OF DELHI AT NEW DELHI

(CIVIL ORIGINAL JURISDICTION)

C.M. No.                             OF 2011

IN

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

APPLICATION FOR DIRECTION ON BEHALF OF THE PETITIONERS UNDER SECTION 151 CPC
To, 

     The Hon’ble Chief Justice of Delhi And 

     His Hon’ble Companion Justices of the Hon’ble High Court of Delhi
           The humble application of the petitioners above named:
1. The Petitioners had filed the instant writ petition in public interest highlighting how irrational vaccines were being introduced in the public health system by the Government, under the influence of vaccine manufacturers and international agencies like World Health Organization (WHO), without proper epidemiological and medical studies. Petitioners (who are generally pro-vaccine and pro-modern medicine) were appalled at how in the absence of a rational vaccine policy, newer and newer vaccines were being pushed by the Government into the national immunization programme. Vaccines which are either of little utility or which are not required at all were being introduced and promoted by the Government at the behest of these vested interests and, at the same time, basic vaccines that are the right of every child are not being made available under the Universal Immunization Programme (UIP) to 53% of the population – mostly poor living in rural areas who should be the priority for any immunization program as the poor cannot afford the consequences of disease. 
2. Though this petition caused a temporary halt to Government’s ill-conceived plans, yet now the Government is again pushing for the introduction of new vaccines, especially Pentavalent (5-in-one) vaccine. Pentavalent combines the essential EPI vaccines of DPT with non-EPI non-essential and expensive vaccines of Hib and Hepatitis B. Thus the new vaccines for which there is low demand and which are expensive, would piggy-bank on the essential DPT vaccine (which is of extremely low price). This will make the plain DPT vaccine unavailable and every child would have to take Pentavalent to get access to DPT. Introducing Pentavalent in the UIP would mean that UIP would have extremely low coverage and would cost tens of thousands of crores of public money. This is a giant scam in the making.
3. This is happening at a time when the Government has shut down virtually all public sector units that were supplying the essential vaccines at a cost that is a fraction of the cost at which same vaccines are produced by the private sector. There were no complaints against these units and the general view was that these units were doing exemplary work. No question was ever raised regarding the quality of vaccines produced in these centres. Yet, without any provocation they were closed down on the pretext that they were not following “good manufacturing practices” which related to their building set-up. Even if they required upgrade, government should have sanctioned some funds for the purpose. More and more information has come in the public domain to highlight how this was a systematic attempt to benefit private companies. Now, response under RTI has clearly shown that after the above public sector facilities were shut down, there has been a huge increase in the number of deaths of children due to vaccination side effects. RTI reply and reports on this are annexed as Annexure A1 (Colly). This shows how the Government played with the health of children just to benefit private companies. After the closure of public sector units became a big public scandal and this fact was highlighted in the instant petition, Government announced its decision to reopen the 3 vaccine manufacturing facilities. But the 3 units have still not been opened. A news report on this is annexed as Annexure A2. 
4. National Technical Advisory Group on Immunization (NTAGI) is the apex advisory group on vaccination and immunization for Universal Immunization Programme (UIP). Petitioner No. 8 was inducted as a Member of the said group during the pendency of the instant petition. The proceedings and the minutes of NTAGI meeting exemplifies clearly the reasons for which the petitioners came to court – how irrational expensive vaccines are being introduced in the public health system by the Government, without proper epidemiological and medical studies in a country where needed inexpensive vaccines are being denied to 50% of the population. Decisions are made before-hand based on extraneous considerations. Data is provided only to give it a veneer of objectivity. When such data is shown to be wrong, other equally fanciful data is provided but the determination to introduce the vaccine persists. The NTAGI had previously recommended universal immunization with the Pentavalent vaccine. But then it was pointed out to this court that the data from a multi-center study done by the Government of India was deliberately left out because it did not support the need for the vaccine. After this, the Government set up an ‘Experts Group’ to look at this and followed it with a ‘Core Committee’ recommendation After all this, the NTAGI met on 26 August 2010.  The NTAGI again recommended introduction of Hib and Hepatitis B vaccine in 2 states but now gave different reasons and quoted other data. The new ‘evidence’ is as fallacious as before and this has been clearly pointed out to the Government in a presentation to the Planning Commission. A copy of the presentation made to the Planning Commission is annexed as Annexure A3. 
5. The numbers benefiting (deaths avoided by vaccination) from Hepatitis B was based on ‘personal communication’ from Prof Acharaya of AIIMS Dept of Gastroenterology. He claimed to have done liver biopsies on all Hepatitis B carrier patients going to AIIMS over one and a half years.  Such an invasive and potentially lethal investigation on all patients would be gravely unethical and inconceivable. One can surmise that Dr Acharaya wanted to project the data of patients going to him in the Gastroenterology Unit on the whole population of India. It must be for this reason that he stated that liver biopsy was done in all patients (consecutive patients) going to AIIMS. The figure of 3 lakh cases of cirrhosis a year in the country is based on this fiction. Other than this, the only other data on deaths averted nationally by Hepatitis vaccination that is presented is ‘22238 cases of Hepatocellular Carcinoma from the ICMR cancer registry’. Here again the figure has been exaggerated by over 200%. The correct figure from the ICMR cancer registry is about 10,000.

6. In the same way the recommendation for Hib vaccine was made on the projection that 52000 cases of Hib meningitis occur in the country each year. The projection for the whole country is made from 9 cases of ‘presumed Hib meningitis’ in one year, in one district in Kerala. The same paper that reported 9 ‘presumed Hib’ also reported there were only 3 cases of presumed Hib in that district, in the next year. No explanation is given of why this figure of 3 cases was not used for making national predictions. Selective use of data flies in the face of the basic tenets of ‘Evidence Based Medicine’. The numbers needed to vaccinate to prevent one death is crucial to make informed decisions on the cost benefit of introducing a new vaccine. The fanciful figures that were used in the ‘expert committees recommendation’ and the NTAGI recommendation, supports the contention of the petitioners that the vaccine is being introduced at the behest of various vested interests without clear evidence that it will be useful or that it is needed.
7. The petitioners had drawn attention of this Hon’ble court to the deaths from Pentavalent vaccine in Sri Lanka. The Government provided the Court with a report about these deaths to say that deaths were investigated and were found not to be related to the vaccine. Petitioners had highlighted how the standard classifications of adverse effects were changed so that reactions which should have been classified as ‘probably related’ were classified as ‘unlikely’. To enable them to do it the ‘experts’ temporarily deleted the category ‘probably related’ from the  classification itself for use in this report. WHO has now stated that it still stands by its full standard classification and does not use the mutilated format for reporting adverse effects. A report on this is annexed as Annexure A4. The draft policy, that was submitted to this Hon’ble Court by the Government, on the other hand uses the watered down, mutilated version; as if serious side effects and deaths from the vaccine are not of any importance to this government. Concerns were raised on the above issues in a special mention in the Rajya Sabha on 12.08.2011. A copy of the special mention made in Rajya Sabha on Pentavalent vaccine is annexed as Annexure A5.

8. The National Technical Advisory Group on Immunization (NTAGI) noted that the utility of the two new components of the Pentavalent vaccine (Hib and Hepatitis B) is not known in India. Furthermore there have been deaths with the use of this combination vaccine in neighboring countries Sri Lanka, Bhutan and Pakistan. The cost of the standard DPT vaccine will go up 10 fold with this vaccine. 50% of India’s children already do not receive the inexpensive DPT. However, NTAGI inexplicably still recommended that the vaccine be tried in 2 states – in Kerala and Tamil Nadu to evaluate the impact and side effects before introduction in other states. There is considerable disquiet in the 2 states at being selected as guinea pigs for this experiment. Special mention was made of this in the Rajya Sabha. Tremendous international pressure is being brought to bear on India to introduce the expensive Pentavalent vaccine in India. This was also the agenda of a meeting of WHO, pharmaceutical companies and Bill Gates Fund in Delhi on 2 August 2011. Although the NTAGI recommended introducing the vaccine in 2 states to study its adverse effects and benefits, and the programme is said to be on the verge of being rolled out, no mechanism has been put in place check with recipients of the vaccine after a week about the side effects or to study objectively if there is any benefits.
9. The entire exercise is reminiscent of the HPV study by PATH where the Expert committee found that 4 of the 5 objectives were to study safety of the vaccine but no diary or log of adverse effects was maintained. The Government cannot be allowed a repetition of that situation. Wherever study of efficacy, adverse affects and general safety of a drug or vaccine is conducted, it is always done in a small district and the after-effects of that drug or vaccine are surveyed, house to house. Studying the after-effects of a vaccine would require frequent follow-up visits of all the children, which is impossible if the vaccine is introduced in the whole state. By introducing the Pentavalent in the entire states of Tamil Nadu and Kerala, the Government is not only allowing the pharma companies to make huge profits, but also leaving no scope for study of affects of the vaccine. Thus, only if newspapers break news of serious adverse effects and it becomes a public scandal, then and  only then, would the Government reluctantly state that trial did not prove efficacy and safety of the vaccine. There have been protests in the above states by people stating that they are being used a guinea pigs. This unethical trial of Pentavalent in the 2 states without any monitoring of its aftereffects has met stiff resistance from the local populations. Reports on this are annexed as Annexure A6 (Colly).
10. The procedure of selection to NTAGI and the processes followed at the meeting was witnessed by Dr. Puliyel (Petitioner No. 8) who was inducted into the NTAGI without any examination of his credentials - perhaps on the basis of the fact that he is a petitioner in this case. A request by Dr. Puliyel to have the proceedings recorded, so that members can be held accountable for what they say, was denied on the grounds that members would not voice their views freely, if it were recorded. No explanation was given why members on a vaccine advisory group may need secrecy for the recommendations they make. The wisdom of denying the request of recording was plain when the minutes of the meeting were circulated. The minutes are manipulated to selectively quote members statements as consensus statements. 
11. This Hon’ble Court had asked the Government to frame an appropriate policy for vaccination and immunization. Pursuant to the orders of this Hon’ble Court, NTAGI resolved that Dr. Puliyel would help Dr N K Ganguly to draft the Vaccine Policy. This was recorded as such in the first draft of the minutes circulated to members and attached. The name of Dr. Puliyel was removed in the final version of the minutes in blatant violation of the expressed wishes of the NTAGI. A copy of the letter written by Dr. Puliyel protesting against the removal of his name is annexed as Annexure A7. 
12.  After this manipulation, a draft policy was prepared by Dr. Ganguly that was submitted to this Hon’ble Court by the Government. A copy of his response of the Dr. Puliyel to the above draft policy is annexed as Annexure A8. According to a story published in CSE’s Down to Earth the draft policy backed new expensive vaccines without study. A copy of the said article is annexed as Annexure A9. This shows that right from the very beginning there were systematic attempts to push newer expensive vaccines under corporate pressures.
13. Now Dr. Ganguly has on his own drafted a vaccine policy. There are serious issues that the petitioners have with this policy which defeats the objective with which petitioners had approached this Hon’ble Court. The policy document states it will be “mandatory for the government to support advance market commitments and honor the commitments”. Advance market commitments (AMC) are made even before the prototype of the vaccine is produced. The commitments are made before the vaccine is tested for its efficacy/effectiveness in the local population. A copy of the said policy drafted on the directions of this Hon’ble Court is annexed as Annexure A10.
14.  The policy goes further to suggests the government use ‘innovative finance mechanisms’ (GAVI terminology that means the Government must take loans by the issue of bonds) to pay the World Bank in advance. By including the line making AMC mandatory on all future Governments, the authors of this policy propose to bind the hands of all future governments.
15.  In an interview to Centre for Science and Environment (CSE)’s fortnightly magazine Down to Earth, author of the policy, Dr. Ganguly says “The government will commit to the manufacturers so that they invest in vaccine production. If governments do not commit, the company which will set up the plant exclusively for the need of the country, may sink because no one else would want that vaccine and the company would be producing it exclusively for the country which demanded it…” This statement is self-explanatory.   In the same article he also says that, “…One contract will last for a year for one programme. Once the programme is over, the government will revise the programme and select new companies. If the government wants to discontinue a particular vaccine after a year, it can easily do that…” The above statements contradict each other. While in the first he is worried about the vaccine companies, in the second he withdraws from this, knowing that the former position cannot be defended even to a press reporter. This clearly shows that the policy is made in the interest of and at the behest of private pharmaceutical companies. A copy of the said story titled ‘Experts contest new vaccine policy document’ is annexed as Annexure A11. National daily ‘Mail Today’ has done a story highlighting how the vaccine policy has come under criticism for favouring manufacturers and not the general public. A copy of the said story is annexed as Annexure A12. 
16.  According to the above article in Down to Earth, this policy was approved by UN agencies. On the other hand there was no open consultation with experts in India nor was the Indian public taken into confidence. A recent publication authored by 8 international experts on behalf of 140 organizations of the world has drawn attention to the fact that UN is playing into the hands of all kinds of industry with huge conflicts of interests. A copy of the said article published in ‘The Lancet’ is annexed as Annexure A13. The swine-flu vaccine scam is too well known where swine-flu was declared as a pandemic by the WHO which turned out to be a false-alarm that only benefited vaccine manufacturers. Reports on this are annexed as Annexure A14 (Colly). A letter written by prominent political leader Ms. Brinda Karat who has been closely monitoring the HPV vaccine trials, to the Health Minister highlights the unethical practices by WHO in developing countries. A copy of the said letter dated 27.10.2011 is annexed as Annexure A15. An editorial published in The Hindu called the said trial as “shockingly unethical”. A copy of the said editorial is annexed as Annexure A16. Newspaper The Tribune has also written a detailed report highlighting the serious lapses in the HPV vaccine trial. A copy of the report published in The Tribune dated 09.05.2011 is annexed as Annexure A17. There have been several other reports on the way trials are conducted in India and the way vaccines are being pushed onto Indian children. The said reports are annexed as Annexure A18 (Colly). The Government of India has now admitted lapses in the HPV vaccine trial. A copy of the report on this is annexed as Annexure A19. This has also exposed the dubious designs of international donor organizations as stated above.
17.  Dr. Puliyel, Member NTAGI has registered his strong protest at the final version of the policy. In a latter to the Health Secretary who is also the Chairperson NTAGI he has stated: “The vaccine policy ideally would state how the government proposes to universalize the benefits of immunization to the large sections who don’t receive the basic vaccinations. It would also describe how new vaccines are to be selected for introduction in the programme for universal immunization. Ideally it would lay down the process of selection of members to the NTAGI and how the procedures of this committee are to be recorded and made open to the public. Methods of estimating disease burden, vaccine efficacy, and assessment of costs, benefits and adverse effects of newer vaccines; and the process of how new vaccines are to be introduced, should have found a place in the policy. Unfortunately the draft is non committal on almost all of these issues.” A copy of his letter is annexed as Annexure A20. EPW has also published a detailed article against the new vaccine policy stating that it puts the interest of industry over the public health. A copy of the said article dated 05.11.2011 is annexed as Annexure A21.
18.  Earlier, in response to our petition Government has stated that it would conduct trials in 2 states of India: Tamil Nadu and Kerala, to determine the efficacy and the need of Pentavalent vaccine. It is now clear that this push was made for eventual introduction of Pentavalent in the country’s UIP at the behest of international agencies like UN and Bill Gates Fund. There is now ample evidence to show that vaccination policies and funding is being driven on the basis of industrial pressures and misplaced priorities. Studies and reports on this are annexed as Annexure A22 (Colly). Now there is clear evidence that cost of pneumococcal vaccine was underestimated by 10 times. A published letter of Dr. Puliyel is annexed as Annexure A23. Now, even the WHO has been forced to accede to concerns of doctors that there is not adequate data to push for Hepatitis B vaccine. A report on this is annexed as Annexure A24. 
19.  In the face of the above facts, the vaccine policy prepared on the directions of this Hon’ble Court does not address the concerns of millions of children who have been left out from receiving even basic essential vaccination and instead tries to protect the vested interest of vaccine manufacturers, it violates Article 14 and Article 21 of the Constitution and therefore deserves to be set-aside by this Hon’ble Court. The said policy has been made without any transparency, without even the pretence of public consultations, has not been approved by NTAGI, does not have approval of Union Cabinet or of the Parliament, and yet it tries to steer the country’s immunization programme in the wrong direction, tries to make commitments of thousands of crores of rupees binding future governments, into purchase of newer expensive vaccines whose prototype has not even been modeled alone tested, from foreign private companies. Such a policy is therefore void ab initio.
20.  There is no transparent method to select members to the NTAGI. As such, the government does not get independent advice but it merely hears what it wants according to the persons that they have appointed to the committee. It is clear that there needs to be an open and transparent selection process for appointing members to this advisory body. The Government may appoint an expert committee to select the best persons from among applicants for the job in a transparent manner. The duration of the appointment must be fixed, and to ensure organizational memory, only a part of the committee must retire each year. The discussions in the NTAGI meetings must be open to the public so that each member is accountable for the advice they proffer. Only this can ensure that public health policies are not hijacked by vested interests in the future.
21. That the present Application is being made bona fide and in the interest of justice.
PRAYERS  

In these circumstances the Petitioners pray that your Lordships may be pleased to pass following ad-interim directions:

(i) Set aside the vaccine policy (Annexure A10) and direct the Government to set up a committee to transparently select members of NTAGI for a fixed term from credible public health experts and pediatricians with no conflict of interest, to formulate new vaccine policy and study the effects of introduction of Pentavalent in the 2 states
(ii)             Pass further orders as may be deemed fit and proper.
AND FOR THIS ACT OF KINDNESS THE APPLICANTS AS IN DUTY BOUND SHALL EVER PRAY
Petitioners
                                                                       Through: PRASHANT BHUSHAN
                                                                  
      Counsel for the Petitioners
Filed on:         November 2011
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Government of India
Ministry of Health & Family Welfare
Nirman Bhawan, New Delhi

New Delhi, 3 March 2011
To

Dr.BabuKV
Payyanur PO
Kannur DT
Kerala State
670307
Subject: Information sought under RTI Act, 2005.

Sir,

Please refer to your application dated 11.10.2010 addressed to the CPIO, DCG (1) which was received
in the Immunization Division of the Ministry on 3 1.01.2011.

2. The information sought vide question no. (1) to (2) of your application is as under:

(1) As per available record, total no. of deaths following immunization in the country (AEFI) from 2001 to
2009 is as follows:

Year No. of AEFI | Remarks
reported deaths

2001 0 No AEFT death has been attribute(- as the cause of death.

2002 6

2003 13 At one point of time a child is administered one or more than one vaccine
2004 23 and at times along with vaccine Vit. A is also administered. Hence no. of
2005 18 deaths vaccine wise cannot be provided as there are (BCG, DPT, OPV,
2006 54 Measles, TT, JE in select districts, Hepatitis B in select districts and Vit-A)

many permutations & combinations of these 8 antigens/Vit-A Syp. No

2007 32 3 it - 2 %
W information is available separately vaccine wise.

) With regard to providing copies of enquiry reports of AEFI deaths due to Measles vaccination in
Chennai in 2008, MP in 2010 and Lucknow in 2010, it is to inform that:

i The enquiry report of Central Team for AEFI deaths in Lucknow is not yet complete and may take
some more time and the matter is also subjudice in the Hon’ble High Court at Lucknow

T The final enquiry report of deaths in MP (Damoh) is not available in the Division .
iii. The matter is linked to the case which is sub-judice in Hon’ble High Court at Lucknow .
3; The Appellate Authority in this matter is Ms. Anuradha Gupta, Joint Secretary (RCH), Ministry of

Health & Family Welfare.
Yors faithfully,

e
N 7 3\\\
(Anuradha Vemuri)
Director (Immunization) & CPIO

Copy to: Under Secretary, CDN-II, M/o H&FW
Dy. Director (UIP), M/o H&FW




2. http://articles.timesofindia.indiatimes.com/2011-05-29/india/29596453_1_vaccine-deaths-aefi-deaths-public-sector-vaccine-units
3. http://www.mid-day.com/news/2010/may/120510-vaccine-scam-common-infections-Union-Health-Ministry.htm
4. http://www.thehindu.com/news/national/article2057501.ece?service=mobile

Vaccine-related deaths show an increase 

NEW DELHI, May 28, 2011 

Aarti Dhar

5. Vaccine worries Frontline

http://www.frontlineonnet.com/fl2507/stories/20080411250700400.htm
6. Published: June 13, 2011 02:03 IST | Updated: June 18, 2011 20:49 IST 

Vaccination worries back in news

S. Viswanathan

 http://www.thehindu.com/opinion/Readers-Editor/article2098885.ece?css=print
7. Govt breaches promise, vaccine PSUs still shut 

By Archana Jyoti 
The Pioneer 

http://groups.google.com/group/alt.politics/browse_thread/thread/0e8f54d6ef00413f?pli=1
8. Beguiling half truths Presentation to planning commission. (See below)

9. Investigating vaccine deaths to be managed primarily by national government: WHO

Rema Nagarajan 

http://blogs.timesofindia.indiatimes.com/News-sick/entry/investigating-vaccine-deaths-to-be-managed-primarily-by-national-government-who
9. Special Mention KN Balagopal 12.8.11 Rajhya Sabha

Immunization is one of the most important preventive health actions in children’s lives, as it provides protection against the most dangerous childhood diseases. Achieving Immunization through administrative vaccine is a priority. In this connection, the Central Government has selected two States in the country Kerala and Tamil Nadu for conducting vaccination test against the multiple diseases with a single shot. the Central Government is planning to vaccinate the kids with the Pentavalent vaccine which is the combination of five vaccines such as regular DPT (Diphtheria, Pertusis, Tetanus) and combine it with Hepatitis B, and Hib (haemophilus influenza type b). The meet of National Technical Advisory Group of India (NTAGI), held in august 26, 2010 recommended to implement the vaccine in these two states and also agrees that the project is being implemented without needed studies. This vaccine will be given to 11.5 lakh infants throughout the State. The group is of the assumption that after evaluating the results from these two states, the vaccine would be given in other States in India. There were protests in NTAGI meet itself against Pentavalent vaccine, but without considering this the NTAGI submitted its report to the Union Health Ministry. 

We have already seen ill effects of this vaccine in Sri Lanka and Bhutan where five kids in Sri Lanka and four in Bhutan were died after vaccination. The vaccine was banned in Bhutan after that. Hence, I urge upon the Government to take urgent measures to conduct detail study on this vaccine before implementing the Pentavalent vaccine.
10. Concern over use of Pantevalent vaccine

 Express News
http://expressbuzz.com/states/tamilnadu/concern-over-use-of-pantevalent-vaccine/300034.html
11. India to soon introduce pentavalent vaccine 
http://www.developmentchannel.org/health/healthcare/2256-india-to-soon-introduce-pentavalent-vaccine
12. Move to test pentavalent vaccine among kids in TN and Kerala 

http://www.mathrubhumi.com/english/story.php?id=112353
13. Concern over use of Pantevalent vaccine

http://expressbuzz.com/states/tamilnadu/concern-over-use-of-pantevalent-vaccine/300034.html
14. Health department to go ahead with Pentavalent project

http://www.mathrubhumi.com/english/story.php?id=112618
15. What Bill Gates plans to do in India

http://www.rediff.com/business/slide-show/slide-show-1-what-bill-gates-plans-to-do-in-india/20110323.htm
16. 'Vaccinate as many as you can, and the most vulnerable'

http://articles.timesofindia.indiatimes.com/2011-08-03/interviews/29845655_1_pentavalent-vaccine-rotavirus-vaccine-international-aids-vaccine-initiative
17. Gates offers govt $110mn for 5-in-one shot rollout

Kounteya Sinha,
http://articles.timesofindia.indiatimes.com/2011-03-23/india/29177660_1_pentavalent-vaccine-pilot-project-roll
18. Letter to Health Secretary about altered NTAGI Minutes (see below)
19. Response to Draft Vaccine Policy of Dr Ganuli (see below)

20. Policy draft backs new, expensive vaccines 

Author(s): Ankur Paliwal
http://www.downtoearth.org.in/content/policy-draft-backs-new-expensive-vaccines
22. http://www.slideshare.net/prabirkc/national-vaccine-policy-2011-mohfw
Vaccine Policy
23. 
Experts contest new vaccine policy document 

Author(s): Sonal Matharu
http://www.downtoearth.org.in/content/experts-contest-new-vaccine-policy-document
24. Savita Verma  New Delhi, November 6, 2011 | UPDATED 15:40 IST 

Vaccine policy under scanner for favouring manufacturers



http://indiatoday.intoday.in/story/draft-national-vaccine-policy-favouring-industry/1/158925.html
25. The Lancet, Volume 378, Issue 9804, Page e6, 12 November 2011 

Published Online: 16 September 2011

Conflicts of interest and the UN high-level meeting on non-communicable diseases

http://www.lancet.com/journals/lancet/article/PIIS0140-6736%2811%2961463-3/fulltext
26. The 'false' pandemic: Drug firms cashed in on scare over swine flu, claims Euro health chief

By Fiona Macrae
http://www.dailymail.co.uk/news/article-1242147/The-false-pandemic-Drug-firms-cashed-scare-swine-flu-claims-Euro-health-chief.html
27. ‘PANDEMIC' MADE US STOCK UP ON DRUG.

Mail Today (New Delhi, India)
http://www.highbeam.com/doc/1G1-216313499.html
28. Brinda Karat letter to Health Minister (see below)
29. A shockingly unethical trial

http://www.thehindu.com/opinion/editorial/article2021657.ece
30. ‘Serious lapses’ in HPV vaccine trial
Aditi Tandon/TNS 

 http://www.tribuneindia.com/2011/20110510/main7.htm
31. Victims of vaccination 

 Ankur Paliwal
http://www.downtoearth.org.in/content/victims-vaccination
32. India halt vaccine programmes after the deaths of four children

by Christina England
http://www.weeklyblitz.net/962/india-halt-vaccine-programmes-after-the-deaths
33. Ethics on trial 

Ankur Paliwal
http://www.downtoearth.org.in/content/ethics-trial
34. Ministry admits lapses in HPV vaccine trial

http://www.indianexpress.com/news/ministry-admits-lapses-in-hpv-vaccine-trial/612823
35. Letter JPuliyel to Health Secretary on Advance Market Commitment. (see below)
36. Vaccine Policy and Advance Market Commitments J Puliyel in EPW.

http://jacob.puliyel.com/#paper_244
37. Is Vaccination Dissent Dangerous?
http://www.jpands.org/vol8no2/schlafly.pdf
38. Global Health Philanthropy and Institutional Relationships: How Should Conflicts of Interest Be Addressed?

http://www.plosmedicine.org/article/info:doi/10.1371/journal.pmed.1001020
39. Analysis: vaccine programmes come under the microscope

http://www.guardian.co.uk/society/2011/jun/06/analysis-vaccination-programmes
40. Official Vaccine Policy Flawed

Roger Schlafly, PhD
http://www.jpands.org/hacienda/vaccine.html
41. Are big drug firms cashing in on vaccine aid billions? 

http://www.mirror.co.uk/news/technology-science/are-big-drug-firms-cashing-in-on-vaccine-134853
42. Financial incentives and the prescription of newer vaccines by doctors in India
Rakesh Lodha1, Anurag Bhargava2
http://www.issuesinmedicalethics.org/181co28.html
43. Vaccines : for whose benefits?
Yash Paul1
http://www.issuesinmedicalethics.org/181co30.html
44. Global Health Philanthropy and Institutional Relationships: How Should Conflicts of Interest Be Addressed?

http://www.plosmedicine.org/article/info:doi/10.1371/journal.pmed.1001020
45. 
	Private Foundations' Conflicts of Interest Revealed 
	
	


	Thursday, 14 April 2011


http://www.ahrp.org/cms/content/view/799/55/
46. Cost of pneumococcal vaccine underestimated ten-fold.


Hum Vaccine. 2011 May 1;7(5).

 http://jacob.puliyel.com/#paper_239
47. Vaccine troubles 

 Vibha Varshney
http://www.downtoearth.org.in/content/vaccine-troubles

Presentation to Planning Commission of India 

Health and Family Welfare
Beguiling Half Truths and Vaccine Policy

A number of new vaccines have been introduced in the international market. Many of these are being recommended for the immunization schedule in the country. Notable among them are:

1. Pentavalent vaccine (DPT + Hepatitis B + Hib), 

2. Pneumococcal conjugate vaccine 

3. Rotavirus vaccine 

Half truths are being deployed to convince policy makers. Below are 4 examples of the half truths that are used by vaccine manufacturers and persons lobbying on their behalf to the National Technical Advisory Group onImmunization. According to the Marrian Webster definition, a half truth is a deceptive statement that includes some element of truth. The statements are partly true, or the statement may be totally true but only part of the whole truth and they are used with intend to deceive or to misrepresent the truth.
1. The Million Death Study by Prabath Jha  suggest that pneumonia and diarrhoea are responsible for 24.5%  of the death of children 1-59 months in India. “Addition of vaccines against pneumonia (pneumococcal conjugate , Haemophilus influenza type B) and diarrhoeal diseases (rotavirus) to outreach home-based immunization  programmes would reduce child deaths,”  says the study  published in the Lancet (Lancet 2010;376:1853-60)

2. “Even though a safe efficacious and cheap Hepatitis B vaccine is available and in spite of the carrier rate of around 4% in the country, the vaccine is still not part of the universal immunization programme.” Even if most carriers are asymptomatic and only 10,000 of these cases go on to develop hepatocellular carcinoma nationally, each year (ICMR data), “the cost of treating chronic hepatitis B cases will come to Rs 12 to 14 billion” (Core Committee on Vaccines: http://www.icmr.nic.in/minutes/Minutes%20Core%20Committee%20on%20Vaccines.pdf) (Treatment probably includes cost of liver transplantation for some of these patients). This huge cost justifies the cost of prevention by immunization with Hepatitis B vaccine.

3. The vaccine reduces the number of injections from 9 injections to 3 injections and reduces need for additional cold chain requirements.

4. GAVI is willing to give funds to allow the introduction of Pentavalent vaccine in India.

What is left unsaid
Diarrhoea and pneumonia are caused by a number of etiological agents and there is no vaccine against all causes of diarrhea or pneumonia that has been manufactured nor is there one anywhere in the pipeline. It is fraudulent to give the figures for diarrhea deaths and pneumonia deaths from all these causes and project pneumococcal, Hib and rotaviral vaccines (that too covering only few strains of three pathogens) as if the vaccines can prevent all cases of pneumonia and diarrhea. 

The NAC needs to know how many deaths can be prevented by each of these vaccines 

Numbers Needed to Treat (NNT) is statistical measure of the effectiveness that can be used here. How many children need to be vaccinated so that one life is saved - the NNT of the vaccine. 

How much does it cost to vaccinate one child with this new vaccine? 

From this the NAC can evaluate the cost per life saved and look at it against other life saving measures competing for resources.

Hepatitis B

In the past it used to be said that 250,000 people die in India each year from Hepatocellular carcinoma related to Hepatitis B. This was a good figure from which to calculate benefits from vaccination. This was the figure used by the Indian Association for study of the Liver (INSAL Ind J Gastroenterol 2000;19 (Suppl3):C54-74)) to suggest the vaccine was cost effective. The author of the ‘250,000 deaths’ figure said they had used a model ‘stratified by income group and geographic region’. However when challenged to produce the model or to retract the paper, the author wrote that his model was lost! (Miller MA Health Economics 2004;13:1147-8). The figure 250,000 deaths are now no longer used. Instead it is said that 4% of the population is carriers and that some develop Hepatocellular carcinoma. 

This figure of 4% carriers is not useful to estimate NNT. Most carriers are merely asymptomatic carriers. The situation is akin to H pylori infection. 84% of the population is H pylori carriers in India. ( Joshi. J of Ind Acad Clin Med 2000;5:149-57). H pylori infection can cause acid peptic disease in some and this can sometimes lead to cancer. The fact is that the vast majority are asymptomatic carriers. No one suggests that all carriers must be treated. The 84% carrier rate with H pylori is not persuasive reasons for universal eradication of the pathogen. Neither is the 4% carrier rate with Hepatitis B a compelling reason for universal immunization with Hepatitis B vaccine.
Yet based on the carrier rate (without data on NNT) this vaccination program is being pushed, saying the vaccine is not expensive. A country that is expected to be able to vaccinate the birth cohort of 25 million babies each year, 3 times with the Hepatitis B vaccine, can easily afford to collect concrete data on NNT of the vaccine before embarking on this programme. 

It is not entirely true that there are no figures on the risks of chronic liver disease among Hepatitis B carriers in India besides the ICMR Cancer Registry data. The ‘Expert group on Hepatitis’ refers to a personal communication from Dr SK Acharya of AIIMS about an unpublished study where liver biopsies were allegedly performed on all Hepatitis B carriers, who visited AIIMS between January 2008 and June 2009. (http://www.icmr.nic.in/minutes/Minutes%20Expert%20Group%20%20Hepatitis%20B%20and%20Hib%20vaccines.pdf). As such a study would have been gravely unethical to perform, one must assume there is some error in the records of this ‘Expert’s group meeting’. However it is quoted again uncritically in the Core Committee’s recommendation for Hepatitis B. (http://www.icmr.nic.in/minutes/Minutes%20Core%20Committee%20on%20Vaccines.pdf). Data from the study has not been taken into consideration in this discussion. 

H influenza b (Hib)

These are a number of studies from India and also from other countries in Asia that are of relevance to India. 

a) The Invasive Bacterial Infection Surveillance Group (IBIS) Study, for example, cultured only 125 cases of Hib over 4 years (in 6 large hospitals in the country). (IBIS Group Clinical Infect. Dis 2002;34:949-57).

b)  The WHO sponsored prospective community study found incidence of Hib meningitis in Tamil Nadu was as low as 0.007%. (Minz Indian J Med Res 2008; 128 : 57-64). This works out to less than 8750 cases in all children under 5, nationwide. This figure of 8750 cases of Hib meningitis. Yet the Core Committee on Vaccines projects this figure as 52,000 cases of Hib meningitis. (http://www.icmr.nic.in/minutes/Minutes%20Core%20Committee%20on%20Vaccines.pdf). 

c) Finally ‘Probe studies’ where Hib vaccine was given to one population and others acted as controls, showed that Hib did not reduce pneumonia in Indonesia or Bangladesh. (Indonesia: Gessner et al  Lancet 2005;365:43-52. Bangladesh: Baqui Ped Infect Dis 2007;26:565-71). Gessner has categorically stated after his study, “Hib vaccine will not have a major role in efforts to reduce the overall burden of respiratory illness…..”

If the vaccine will not reduce the incidence of pneumonia (or meningitis according to the Bangladesh study) there is no justification for the cost of including the vaccine in the programme of universal immunization.

 ‘Core Committee on Vaccines’ makes its recommendation for inclusion of Hib, saying that Hib vaccine can prevent 52,000 cases of Hib meningitis. (http://www.icmr.nic.in/minutes/Minutes%20Core%20Committee%20on%20Vaccines.pdf).  It is instructive to look at how the nationwide projection of 52,000 cases was arrived at, by the Core Committee. The figure 52,000 is based on just 9 cases of ‘presumed Hib meningitis’ seen in one district in Kerala in 1999. The same district had only 3 cases of ‘presumed Hib’ in the following year, and it was reported in the same paper, but this was not used for making nation-wide projections. (John IJMR 2004;120:86-93) No justification is given for this selective use of data. This is against the basic principles of evidence based medicine. It again reflects on the quality of the recommendations of the Core Committee.
Pentavalent Vaccine: 3 injections instead of 9

50% of the population does not receive the basic EPI vaccines against 6 diseases that together cost Rs 30.

The Pentavalent combination vaccine costs Rs 525/child. It increases the price of DPT 20 fold and adds vaccines with little utility. There is a GAVI subsidy of Rs 145 so the price comes down to Rs 380/child as long as the subsidy lasts for 5 years. The full cost of Rs 525/child will have to be paid after that. The details of how combination vaccines piggy-back new and relatively useless vaccines, on the standard vaccines like DPT has been discussed by Madhavi in Current Science (Madhavi, 2006, Current Science).

It used to be said that when more countries begin using a vaccine the prices will come down, (by the time GAVI subsidy is withdrawn in 5 years). A study by GAVI actually found the opposite. Vaccine prices went up in the five years after GAVI subsidy was started. (Kamara L. Vaccine 2008; 26: 6717–26)

According what the ICMR has published on the Cochrane Collaboration web site, DPT vaccine in the combination vaccine (DPT + Hib + Hepatitis B) is less effective than the components given separately and the side effects are also more. (http://onlinelibrary.wiley.com/o/cochrane/clsysrev/articles/CD008658/frame.html) 
Pneumococcal vaccine

With regard pneumococcal vaccine, there is data on NNT provided in the WHO Bulletin (Madhi  et al WHO Bull 2008;86). Pneumococcal vaccine reduces 4 cases of pneumonia for every 1000 children vaccinated. The vaccine costs Rs 12,000 per child and so vaccinating 1000 children costs Rs 120 lacs and this prevent 4 cases of pneumonia which can be treated with WHO recommended Co trimoxazole for Rs 40 (Dabade Lancet 2009;373:2195-6 ). Assuming the prices come down to one tenth of the present prices, it will still cost Rs 12 lacs to save Rs 40.

Rotavirus vaccine

Studies done before introduction of the vaccine in India, showed the strains prevalent in India are different from that in the vaccine and further that the strain is different in different parts of the country and there is constant re-assortment of bovine and human strains that it will be impossible to provide a vaccine for the strain in different places at different times. (Ramani IJMR 2007;125:619-32). There is not one study from India to show that vaccine reduces incidence of diarrhea in this country. 

Costs in context

50% of the population doesn’t receive the basic EPI vaccines all of which together costs Rs 30/child.
· HPV costs Rs 9000/child

· Rotavirus costs Rs 2000/child

· Pneumococcal vaccine Rs 12000/child

· Pentavalent vaccine Rs 525/child

We are told that investment in new vaccine will automatically improve uptake of the basic vaccines. This is of course reminiscent of what was told about investment in polio eradication – that it will magically improve overall immunization rates but what happened actually was that universal immunization fell from over 60 - 70% to less than 50% in the ensuing 10 years. There is a surge in the incidence of deaths due to diphtheria which is prevented by DPT vaccine. There are no real advocates asking to make sure the basic vaccines are available to the un-reached 50% of the population. Many of the challenges for the 12th plan for better health can be met by provision of clean water, sanitation and nutrition. There are no short cuts or magic bullets and vertical single disease vaccination programs are not the way forward. 

Other Asian countries like Japan and China that have an independent method to evaluate costs and benefits of vaccines have all rejected introduction of these Hib and Hepatitis B vaccines in their country.
	Half Truths
	The rest of the facts

	24.5% U5MR due to pneumonia and diarrhea so pneumococcal, Hib and rotavirus vaccines must be introduced.
	There is no vaccine against all causes of diarrhea or pneumonia (and the available vaccines have not been shown to reduce pneumonia or diarrhea)

	4% of the population is Hepatitis B carriers and a relatively inexpensive vaccine is available so Hepatitis B vaccine must be used.
	1. Asymptomatic carriers come to no harm usually. 

2. We need to know NNT for lives saved by vaccine. The Cancer Registry data is the best we have.

3. The AIIMS study reported by the ‘Expert group on Hepatitis’ seems seriously flawed ethically, as not to merit consideration.

	Pentavalent (5-in-one) vaccine must be introduced for its programmatic convenience: 

3 injections instead of 9
	1. Combination vaccine jacks up cost of DPT 20 fold. The additional vaccines have little utility.

2. The combined vaccine is less effective according to the ICMR.

	GAVI will pay
	1. Cost of vaccination goes up from Rs 30 per child to over Rs 525/child. 

2. Of this, GAVI pays only Rs 145, and that for 5 years only. 

3. 50% of India don’t receive the currently mandated vaccines that all together costs only Rs 30/child.


1. We are concerned that these new vaccines will swallow up funds so crucial for real achievements of the 12th Challenge. 

2. We would like to plead that the EPI vaccine coverage be increased to near 100% 

3. No new vaccines be introduced without proper cost benefit assessment or scientific rationale justifying the costs. 

4. We would welcome universal introduction of newer vaccines that are efficacious and cost effective and request funding for research in this area.

5. Adequate resources need to be provided so the public sector could supply good quality, life saving vaccines, adequate for the countries needs, to insure against the vagaries of supply and costs (as when the programme is entirely dependent on private players).

6. From a governance standpoint, it will be worthwhile to investigate how misleading errors have crept into the recommendations of the Core Committee on Vaccines.
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Annexure 5
Special Mention in Rajya Sabha

KN Balagopal MP
Immunization is one of the most important preventive health actions in children’s lives, as it provides protection against the most dangerous childhood diseases. Achieving Immunization through administrative vaccine is a priority. In this connection, the Central Government has selected two States in the country Kerala and Tamil Nadu for conducting vaccination test against the multiple diseases with a single shot. the Central Government is planning to vaccinate the kids with the Pentavalent vaccine which is the combination of five vaccines such as regular DPT (Diphtheria, Pertusis, Tetanus) and combine it with Hepatitis B, and Hib (haemophilus influenza type b). The meet of National Technical Advisory Group of India (NTAGI), held in august 26, 2010 recommended to implement the vaccine in these two states and also agrees that the project is being implemented without needed studies. This vaccine will be given to 11.5 lakh infants throughout the State. The group is of the assumption that after evaluating the results from these two states, the vaccine would be given in other States in India. There were protests in NTAGI meet itself against Pentavalent vaccine, but without considering this the NTAGI submitted its report to the Union Health Ministry. 

We have already seen ill effects of this vaccine in Sri Lanka and Bhutan where five kids in Sri Lanka and four in Bhutan were died after vaccination. The vaccine was banned in Bhutan after that. Hence, I urge upon the Government to take urgent measures to conduct detail study on this vaccine before implementing the Pentavalent vaccine.
Letter to NTAGI
To 
Mr. K Chandramouli

The Secretary
Health and Family Welfare
Nirman Bhawan
New Delhi
Dear Mr. K Chandramouli
Thank you for the invitation dated 6 June 2011 to the NTAGI meeting on 13 June 2011.

I would like to raise the following points at the meeting and the agenda may please be modified suitably.

1. Discussion of Minutes of meeting of 26 August 2011
Agenda Item 5- National Vaccine Policy
The original minutes had recorded that: 
‘Dr. NK Ganguly, Ex-DG, ICMR would draft a National Vaccine policy; Dr. Jacob Puliyel, will also provide his inputs in facilitating the drafting the policy document. Thereafter the policy document will be circulated to all members for their inputs before the final draft is discussed in the NTAGI meeting.’
The minutes were then altered to delete the name of Jacob Puliyel. 
 
I must request the chair to tell the house at whose behest this alteration was made and who colluded? How can we prevent repetition of this in the future? I had earlier suggested recording of the proceedings. 
 
Regarding the draft policy: What has been done with the inputs from members on this draft? 
When will the draft be discussed in the NTAGI?
 
2. This NTAGI meeting has been called to ‘discuss the proposal for expansion of Pentavalent vaccine to some other States’
Whose proposal is this? 
Is it a proposal of the Government of India?
Is it proposed by some other agency?
This needs to be explicitly stated.
I request that we be informed about this at the meeting. 
 
3. Concerns about Pentavalent Vaccine Safety and its Utility
 
The stated rationale for introducing the vaccine in India were recently called into question at the Planning Commission. I have attached that document but more ominous is the safety record of the vaccine. There have been several deaths immediately following vaccination. As such, if the vaccine is to be introduced a vote must be taken, and I request that my dissent must be recorded stating the following reasons:
 
There have been many death in neighboring countries immediately following use of Pentavalent vaccine. 
 
Sri Lanka Deaths 
 
The ICMR has given the Delhi High Court a report of the WHO expert group investigating Sri Lanka deaths, saying the vaccine ‘was unlikely to be the cause for the deaths’. However this report states clearly that no other cause was found to explain the deaths which happened soon after vaccination. Using the Brighton Classification of the WHO, this would be classified as ‘Probably related to Vaccine’.  The report given to the Delhi High Court says that the Experts of this investigation removed the categories ‘Probably related’ and ‘Possibly related to the vaccine’ from the Brighton Classification and made their own improvised classification. This is how the deaths came to be classified by these ‘experts’ as ‘unlikely to be related to vaccine’ 
 
Pakistan Deaths
 
Professor SK Mittal writing in the BMJ has recorded the following
 
“According to an expert on the committee investigating the Pakistan deaths, one child died within half an hour of receiving the vaccine and 2 others died within 12 to 14 hours. No alternate cause of death was found for any of the deaths but the experts misleadingly suggest that ‘two cases were diagnosed as Sudden Infant Death Syndrome (SIDS) but we (the experts) were not sure of the third case’. 
 
Sudden Infant Death Syndrome (SIDS) is a diagnosis of exclusion when no cause can be found and to call sudden death following a vaccine as SIDS suggests a lack of understanding of the term or worse, it points to an attempt to obfuscate.
 
Bhutan Deaths 
 
Professor Mittal also points out:
“The 'expert report' on the 8 deaths in Bhutan is not available in the public domain as far as we can ascertain. A WHO spokesperson is reported to have said the cause of death in Bhutan was not vaccination, but they were due to a three other causes namely ‘sudden death, convulsions and meningitis’”. 
(Professor S. K. Mittal 'Sudden Deaths' after Pentavalent vaccination: Is the vaccine really safe? BMJ http://www.bmj.com/content/340/bmj.c3508/reply#bmj_el_239257?sid=0d933918-9cbf-4fc3-a023-d6705097271f)
India Deaths
 
4 children died in Lucknow in August 2010. Although Measles vaccine was sought to be blamed The Hindu and some other news channels (http://ipsnews.net/news.asp?idnews=52638) noted that some of those who died were only 3 months old (well below the age to receive measles vaccine). The Hindu reported the deaths could have been due to pentavalent vaccine. This has not been denied by the Government. The Health Minister said that experts were investigating the deaths and their report will show which vaccine was used. 10 months later, the vaccine involved has not been revealed and the Government has refused to respond to an RTI about it, saying the matter was ‘subjudice’.
The Hindu report is below
http://hindu.com/2010/08/24/stories/2010082457281300.htm
 
Initially, it was said that three deaths had occurred due to the anti-measles vaccine and one death due to the BCG shot. Then it was said the children were given BCG vaccine instead of anti-measles, and   it was also said that the shots were pentavalent vaccine given during a pilot project under the universal immunization programme. All these questions will be answered once the enquiry was complete, the Minister said, adding there was an internationally prescribed procedure to be followed during vaccination.
 
 
With these facts known about sudden deaths following this vaccine, I would consider myself foolhardy and reckless to agree to introduce the vaccine in more states without proper study. Even in the States of Tamil Nadu and Kerala it must be introduced very cautiously, in limited areas where both the side effects and benefits can be monitored. My dissent may please be recorded.
 
 
Jacob Puliyel
 
Letter to Health Secretary about Draft Policy
Sub: National Vaccine Policy and Advance Market Commitments
 
Dear Sir,
 
I write to you as a member of the National Technical Advisory Group on Immunization (NTAGI) and put on record some of my concerns in making of a ‘National Vaccine Policy’– a document seemingly drafted a by few persons without much needed consultations or even a modicum of public debate. What is worrying, is the process as it has not been discussed or sanctioned by this expert body of which I am member. The NTAGI had resolved (meeting of 26 August 2010) that the policy was to be drafted by Dr Ganguli with help from Jacob Puliyel and this was stated in the first version of the minutes circulated after the meeting. But it did not happen this way; one wonders at whose behest, the collective decision of the NTAGI was overruled. 
 
I believe that a section of Ministry of Health cannot unilaterally make a policy that is binding on all future governments, to honor advance-marketing-commitment it has entered into, to favor some vaccine manufacturer. 
 
What the policy prescribes
There are serious issues that this policy raises on pages 10, 11 and 16. The policy document states it will be “mandatory for the government to support advance market commitments and honor the commitments”[1]. 
 
Advance market commitments (AMC) are made even before the prototype of the vaccine is produced. The commitments are made before the vaccine is tested for its efficacy/effectiveness in the local population. Advance commitments are made with a front end loading (meaning a very high price to start with) and a tail price (a little lower price after some 5 years), all of which are negotiated well before the vaccine is made - leave alone tested!!   The first manufacturer past the goal post (who makes a vaccine) gets the contract. It is for many years - usually at least 5 years.  Ordinarily the World Bank holds the money for the AMCs for several years in advance. 
 
Page 16 of the policy goes further to suggests the government use ‘innovative finance mechanisms’ (GAVI terminology that means the Government must take loans by the issue of bonds) to pay the World Bank in advance. By including the line making AMC mandatory on all future Governments, the authors of this policy propose to bind the hands of all future governments.  Such a decision can only be made if there is widespread consensus for the proposal in Parliament.
 
There has been recent press coverage of this issue of AMC in the policy.[2] 
In the magazine Down to Earth, the author of the policy says , “The government will commit to the manufacturers so that they invest in vaccine production. If governments do not commit, the company which will set up the plant exclusively for the need of the country, may sink because no one else would want that vaccine and the company would be producing it exclusively for the country which demanded it,…”. This statement is self explanatory.   In the same article he also says that,  “..One contract will last for a year for one programme. Once the programme is over, the government will revise the programme and select new companies. If the government wants to discontinue a particular vaccine after a year, it can easily do that…” 
 
The above statements contradict each other, while in the first he is worried about the vaccine companies, in the second he withdraws from this.  This tacit admission of the fact that long term advance market commitment is not defensible and it may not be in the national interest but merely in the interest of private vaccine manufacturers, is reassuring.
 
According to the article in Down to Earth, this policy was approved by UN agencies but failed to consult Indian experts or take the Indian public into confidence. A recent publication authored by 8 international experts on behalf of 140 organisations of the world has drawn attention to the fact that UN is playing into the hands of all kinds of industry with huge conflicts of interests.[3]
 
Current global mechanisms established around vaccination are under scanner because of conflicts of interests. “The extent and range of relationships between tax-exempt foundations and for-profit corporations suggest that transparency or grant-making recusal of employees alone may not be preventing potential conflicts of interests between global health programs and their financing”. This is because of the Gates Foundation-supported project-- Advance Market Commitment (AMC)-- a market expansion strategy for increasing profits for vaccine manufacturers masquerading as an innovative method for developing vaccines for neglected disease to save the lives of millions of poor children…”[4]
 
The Missing Point
The vaccine policy ideally would state how the government proposes to universalize the benefits of immunization to the large sections who don’t receive the basic vaccinations. It would also describe how new vaccines are to be selected for introduction in the programme for universal immunization. Ideally it would lay down the process of selection of members to the NTAGI and how the procedures of this committee are to be recorded and made open to the public. Methods of estimating disease burden, vaccine efficacy, and assessment of costs, benefits and adverse effects of newer vaccines; and the process of how new vaccines are to be introduced, should have found a place in the policy. Unfortunately the draft is non committal on almost all of these issues.
 
 
Notwithstanding all this I would have welcomed a draft policy that was in the interest of public health. Unfortunately the policy as published ignores the interest of millions of children who are left out from the routine vaccination. 
 
I would like to place my concerns on record and include as agenda items in the next NTAGI meting.
 
I look forward to your kind response to my request.
With best regards,
 
Sincerely yours

 
 
Jacob Puliyel MD MRCP M Phil
Pediatrician
Member of the National Technical Advisory Group on
Immunization (NTAGI) and of the Working Group on Food and Drug
Regulation in the 12th Five Year Plan.
puliyel@gmail.com
 


[1] http://www.slideshare.net/prabirkc/national-vaccine-policy-2011
[2] http://www.downtoearth.org.in/content/experts-contest-new-vaccine-policy-document
[3] http://www.thelancet.com/journals/lancet/article/PIIS0140-6736(11)61463-3/fulltext
[4]  http://www.ahrp.org/cms/content/view/799/55/
Letter from Mrs Brinda Karat





October 27, 2011

Dear Shri Ghulam Nabi Azadji,

I write to draw your attention to an article published online on September 1, in the Bulletin of the World Health Organisation numbered ID:BLT.11.089862. It concerns the issue of HPV vaccine delivery strategies through “demonstration projects” carried out by PATH that according to the said article “achieved high coverage in low and middle income countries.” You will recall that the project in India had violated the guidelines set by ICMR and the DCGI for such projects. When I and many women and health activists had brought the details to your attention you had set up an enquiry committee. You had also informed Parliament that the project had been suspended. 

Yet from the article it becomes clear that the NGO PATH continued its “operation research project” even after the suspension of the vaccination programme. When the Ministry officials were questioned sometime in July-August 2011 in the Health Standing Committee meeting in which I was present, they categorically informed the committee that the project had been stopped. If this is so, then for PATH to continue any part of the project is clearly illegal. Further, I am sure you will agree that it is entirely unethical and also misleading for the parties involved to use data gathered through flawed, irregular methods in violation of the regulatory procedures in India, in an international publication to “prove” how vaccine acceptability among populations of low income countries can be established. The Government has a duty to inform WHO about these details. 

I regret to say that one of the reasons why the NGO PATH could show such scant respect to minimum ethical norms concerning publication of material of a suspended project, is because the Ministry has preferred to ignore the prima facie evidence of blatant violations highlighted in the final report of the enquiry committee. The reports of all the three experts consulted by the committee are a damning indictment. It is indeed puzzling why the Ministry has failed to take action. Is there so much pressure to deregulate projects with human subjects, even if they are children, that those, who like PATH, violate guidelines can go unpunished?

I have written several letters to you on this issue. I once again request you to take urgent and strong action against those responsible for the violation of guidelines in the HPV project. I also request you to urgently inform WHO of the ethical issues involved in using data from a flawed project, so that they may take remedial measures. Such steps will help restore confidence that the Ministry is serious about the implementation of guidelines including safety measures for human subjects in projects such as those undertaken by PATH.

I enclose a copy of the publication.







With regards,







(Brinda Karat)

Shri Ghulam Nabi Azad

Union Minister for Health & Family Welfare

Government of India

