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• Cervical cancer is 2nd most frequent cancer in Indian women

• India contribute 25% of global cervical cancer 

• Prevalence of HPV infection = 7.9% 
• 84.1% of invasive cervical cancers associated with HPV

• Every year 122844 women diagnosed with cervical cancer and 

• Approximately 67477 die from the disease 

• HPV vaccine protects against 70% of all cervical cancers (HPV 
16&18)
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• HPV vaccine demonstration trial

• The HPV vaccine demonstration trial was brought to a halt 

• Triggered by three deaths

• India does not have HPV vaccine as part of national 
immunization schedule

• The policy actors concerns, ....

• There was a loss of control over the HPV vaccine policy making 
process in India.  
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To examine ethical ,operational and political factors in HPV 
vaccine decision making process  in India
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Burden of disease;

Vaccine characteristics;

Program considerations; 

Acceptability;

Accessibility, equity and 

ethics; Financial and 

economics; Impact of 

vaccination; Alternative 

interventions.
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Framework 
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• Qualitative research method

• Case study approach 
- Interviews (with Key informants/policy elites , health systems officials; NGOs and 

beneficiary)

– Policy documents review
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Identify and 
adopt 
framework 
for policy 
processes

Vaccine policy 
landscaping/and 
identification of gaps 
in policy design, 
architecture  in 
vaccine policy 
processes 

In-depth 
contextual 
policy process 
analysis:  
national & 
sub-national 
case study

Methods 2
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Framework approach of 
qualitative data analysis*

* Ri tchie, J, Spencer, L. (1994). Qual i tative Data Analysis 
for Appl ied Policy Research. In Analyzing qualitative data. 

London ; New York: Routledge 173-94.

• Coded using Atlas.TI
• Twice code checking, conducting analysis
• Reviewing and developing results

Delhi
Gujarat 
Andhra Pradesh
Karnataka

RESULTS
Study Participants/respondents

Andhra 
Pradesh/Tel
angana Delhi Gujrath

Karnata
ka

Other
s Total

Kis 6 5 4 5 2 22

Health 
Administrators

5 3 4 3 0 16

Community 
representatives

4 3 2 2 0 11

Total 15 11 12 10 2 50
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Death of 3 
adolescent girls

•Safety & AEFI 
monitoring

• Consent process

• Trust
•Conflict of Interest

“You know that if there are any clinical trials there 
has to be field office managed by a medical doctor 
to look into any adverse events in the field but in 
this particular case there was no such 
establishment.”         KI

“There may be several reasons why they could not really 
a follow the process but they should have taken the 
consent of the parents of the children before this 
vaccination”. ki

“I will tell you why that is not wrong, so this is how 
informed consent taken. This was boarding school, the 
hostel authority is authorized to sign a girl even to get 
surgery done. So the warden signs, because it is a hostel 
so the warden has full authority”. Ki

“ I  learnt from my civil society members that there is 
no availability of  protocol in public domain, initially it 
was, later they removed, there is no transparency in  
their activities. “                 KI

“There were three girls died, but they say one girl died 
because snake bite, one girl due to something. There are 
no post mortem report available. There was no process 
for reporting for adverse events. That is one of the things 
why we went to the court and  some of members of 

investigation and implementation are same”. Ki

“How can you expect the Mission Director of Health 
pushing the pentavalent policy decision and joining an 
international organization within a month. There may or 
may not be wrong doing but it signals clearly conflict of 
interest.”    Ki

Power /Hierarchy

“

But in every decision, the influence of private sector has 
immense role in influencing the decisions. Generally the 
top level bureaucrats do not listen to their sub-ordinates 
as much as they listen to external influential agencies. 
HSA

“
“The IAS officers in the government decision making in India are 
immune potent cells, and they are already cancerous cells. 
Because they take decisions, they have power, they think they 
know better than others, they are autocratic, they decide for 
themselves and not for the country”.KI

•Safety & AEFI 
monitoring

• Consent process

• Trust
•Conflict of Interest

Power /Hierarchy

Lack of 

communication

- Poor 

engagement of 

stakeholders

“This is what I call; the tragedy of carcinoma cervix research 
for the past 40 years ran into controversies. When you put 
up millions of money for research why cannot you put up 
another million for public debate, process, and transparency 
approaches?” -KI

Critical on

Closure of public sector units/ 

Private sector profit motive

Lack of sustainable funding 

plan

Alternate options consideration

But my concern is today vaccine technologies 
transfer is led by corporate interests more than 
public interest.  ki

The international donor agencies promise budget for limited 
period such as 1 year, 2 years, after that they will have to 
find out their budget or donors will taper the funding. So it 
will be attractive initially but later it will be painful.                
KI

“we do not have screening in place, why we have to 
introduce vaccine. With screening we would be able to 
handle 80% of problem, vaccine supposed to come 
later. I do not think even it is an option to consider.”

Ki

•Weak NTAGI

functioning

•Health 

leadership

This group meets once in a year, there are 
not sufficient background papers. The 
government uses NTAGI irresponsibly

“ICMR leadership has changed, the new leader of 
ICMR got nervous when parliament standing 
committee called him to explain the situation. He 
said that yes mistakes have been made. So that is 
where the issue went completely different direction.    
ki

political/operational factors 

Ethical factors 

Objective: To examine ethical , operational & political issues in HPV vaccine decision making process
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Summary

o Virtually no formal platforms for transparent communications,
conflict resolution options.

o Weak administration of HPV vaccine demonstration trial

o Hierarchies, power and biases – towards and within actors

o Lack of trust/transparency in decision process

o Limited public engagement resulting in 
miscommunication/misunderstanding

o Contestations on vaccine evidence from actors

o Lack of champions, leadership challenges, diverse administrative 
setups 
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