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Study 
location 

Year 
started/ 
ended 

Agent Funder Intervention Design 
failures 

Execution 
failures 

Mumbai 1997/ 
2015 TMH US 

NCI 

Down-
staging Deliberately 

allowed 
human 

beings to 
die merely 

to 
contemplate 

questions 
that had 
already 

been 
answered 

Studied an 
obsolete 

intervention 
[?Data 

falsification] 
None 

Osmanabad 1999/ 
2007 

WHO/ 
IARC Gates 

VIA Effects resulted 
from causes 
that did not 

exist 
[?Data 

falsification] 

HC2® HPV 

Pap smears 

None 

Tamil Nadu 2000/ 
2006 

WHO/ 
IARC Gates VIA Irreproducible 

results None 
 



DECADENCE: Tata Memorial Hospital, WHO/IARC, US 
NCI, and Gates Foundation deliberately allowed human 
beings to die merely to contemplate questions that had 

already been answered. 
 

   Delphi     Exercise 
 

REMEDY: Tata Memorial Hospital, WHO/IARC, US 
NCI, and Gates Foundation should embrace the Golden 

Rule of “improving health outcomes as rapidly as possible 
among as many people as possible,” and assimilate the 

policy implications of the Golden Rule. 



Cervical screening 

Cervical screening prevents cervical cancer by detecting and 
treating pre-cancerous lesions before they progress to cancer. 

 

 
 



 
Visual screening tests (VIA)  
(introduced during 1930s) 

 
 
 
 

Pap cytology smears  
(introduced during 1940s) 

 
 
 

Human papillomavirus tests (HPV)  
(introduced during 1990s)  
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“With the exception of 
stopping the population from 
smoking, cervical cytological 

screening offers the only 
major proved public health 
measure for significantly 

reducing the burden of cancer 
today.” 

Imperial Cancer Research 
Fund. BMJ, 1984 



“We maintain that inclusion of a 
no screening arm in such a 

randomized trial is problematic, 
because any negative 

findings from that arm will not 
be generalized to other 

settings, and any positive 
findings from that arm will be 

considered redundant.” 
 

Suba EJ, Raab SS.  AJCP,  
March 2004 



“No one unaffiliated with the 
tobacco industry has suggested 
delaying lung cancer prevention 
efforts pending completion of 
randomized trials comparing 
smoking with no smoking.” 

“Women enrolled in no-
screening arms of randomized 

trials comparing cervical 
screening with no screening 

should be reassigned to 
screening arms without further 

delay.” 
Suba EJ, Raab SS.  AJCP,  

March 2004 





“High-quality screening must be provided to all surviving 
unscreened women without further delay….Those who suffered 
avoidable harm and death, as well as their families, should be 

promptly and fairly compensated.” 
 

Suba EJ. Ind J Med Ethics, 2014 



  
“Our results make it appear highly unlikely that unaided visual 

inspection could be a useful procedure for control of cervical cancer.” 
 

“The logistics of implementing visual cervical inspection are 
considerable, and the input required may not be much inferior to that 

required for a cytology programme.” 
 

 Nene BM, Sankaranarayanan R, et al. Int J Cancer, 1996 





2008 Nobel 
Laureate in 
Economic 
Sciences 



The argument that Pap screening is not feasible/desirable in 
countries such as India is a Zombie Argument. 

 
 
 
 
 
 
 
 
 

Its political purpose is to transmute public-health interests 
into research and commercial interests. 



Zombie Arguments in Global Health 
 

“I would be loathe to recommend starting a screening program 
with conventional Paps in a country with no current screening 

program in place.” 
Richart RM, Columbia University 

 
“I agree.” 

Sankararayanan R, WHO/IARC 
 

Contemporary Ob/Gyn, 2001 



The Alliance for Cervical Cancer Prevention (which includes 
WHO/IARC and PATH Seattle) was established in 1999 with a gift 

of US $50 million from the Bill and Melinda Gates Foundation.  

 
The Alliance’s central founding assumption: non-cytologic 

technologies, rather than Pap smear screening, are the most likely 
solution to the problem of cervical cancer in developing countries. 

ALL LIVES HAVE EQUAL VALUE 



TRUTH: 
“Although 95% of institutions at all health care levels in East, Central 

and Southern African countries had the basic infrastructure to carry 
out cervical cytology screening, only a small percentage of women 

were actually screened.”  
Chirenje ZM et al. Bull WHO, 2001 

 
ZOMBIE ARGUMENT: 

“In our view, many low-income developing countries, particularly 
most of those in sub-Saharan Africa, currently have neither the 

financial and manpower resources nor the capacity in their health 
services to organize and sustain a screening programme of any sort.”  

 Sankaranarayanan R et al. Bull WHO, 2001 
 



TRUTH: 
“Our results clearly show that good-quality cytology can be 

implemented even in a rural setting of a developing country with 
reasonable investment.” 

Sankaranarayanan R et al. Int J Cancer, 2005 
 

ZOMBIE ARGUMENT: 
“The fact that population-based cytology screening is not feasible in 

India is not our invention….Eric Suba states that ‘Papanicolaou 
screening is feasible anywhere that cervical screening is appropriate’ 
which indicates that he has little understanding about the prevailing 

conditions in many low- and middle-income countries in sub-Saharan 
Africa, Central America, and South Asia.” 

Sankaranarayanan R et al. Ind J Med Ethics, 2014 





Study 
location 

Year 
started/ 
ended 

Agent Funder Intervention Design 
failures 

Execution 
failures 

Mumbai 1997/ 
2015 TMH US 

NCI 

Down-
staging Deliberately 

allowed 
human 

beings to 
die merely 

to 
contemplate 

questions 
that had 
already 

been 
answered 

Studied an 
obsolete 

intervention 
[?Data 

falsification] 
None 

Osmanabad 1999/ 
2007 

WHO/ 
IARC Gates 

VIA Effects resulted 
from causes 
that did not 

exist 
[?Data 

falsification] 

HC2® HPV 

Pap smears 

None 

Tamil Nadu 2000/ 
2006 

WHO/ 
IARC Gates VIA Irreproducible 

results None 
 



Cervical screening 

Cervical screening prevents cervical cancer by detecting and 
treating pre-cancerous lesions before they progress to cancer. 

 

 
 



Cervical screening 

 
The most important quality of any cervical screening test is its 

disease detection rate for pre-cancerous lesions. 
 
 



Detection rates for pre-cancerous lesions (HSIL) in Mumbai 

Study setting Intervention studied Principle 
Investigator 

Disease  
detection rate for pre-

cancerous lesions 

Mumbai 
cross-sectional  VIA Shastri SS 0.9% 

TMH 
RCT  

Round 1 
VIA TMH 0.04% 

TMH 
RCT  

Round 2 
VIA TMH 0.02% 

TMH 
RCT 

Round 3  
VIA TMH 0.05% 

Data sources: Shastri SS et al. Bull World Health Organ. 2005;83(3):186–94 
Mittra I et al. Int J Cancer. 2010;126(4):976-84 

  
 



Documents obtained through the US Freedom of Information Act show that 
the TMH RCT did not compare valid cervical screening to no-screening. 

  
The TMH RCT compared “downstaging” (i.e. “visual inspection”) to “no-

downstaging.” 



Cervical screening 

“Downstaging” is an esoteric test that, by design, does not detect 
pre-cancerous lesions. No competent physician would recommend 

or adopt a cervical screening test that, by design does not detect pre-
cancerous lesions. 

Down- 
staging 



  
“Our results make it appear highly unlikely that unaided visual 

inspection could be a useful procedure for control of cervical cancer.” 
 

“The logistics of implementing visual cervical inspection are 
considerable, and the input required may not be much inferior to that 

required for a cytology programme.” 
 

 Nene BM, Sankaranarayanan R, et al. Int J Cancer, 1996 





The TMH RCT studied an esoteric “downstaging” test that no competent 
physician would recommend or adopt 

Study setting Intervention studied Principle 
Investigator 

Disease  
detection rate for pre-

cancerous lesions 

Mumbai 
cross-sectional  VIA screening Shastri SS 0.9% 

TMH 
RCT  

Round 1 
VIA downstaging TMH 0.04% 

TMH 
RCT  

Round 2 
VIA downstaging TMH 0.02% 

TMH 
RCT 

Round 3  
VIA downstaging TMH 0.05% 

Data sources: Shastri SS et al. Bull World Health Organ. 2005;83(3):186–94 
Mittra I et al. Int J Cancer. 2010;126(4):976-84 

  
 



By design, the TMH RCT withheld valid cervical screening tests 
from 151,538 women in both intervention and control groups during 
the 15-year period required for enough women to die from cervical 

cancer to assess whether an obsolete “downstaging” test, which 
could not reduce cervical cancer incidence rates, might nevertheless 

reduce cervical cancer mortality rates.  



It is unlikely that any of the 151,538 subjects of the TMH RCT 
will ever receive valid cervical screening tests (i.e. tests that 

actually detect pre-cancerous lesions). 



Withholding valid cervical 
screening tests from 151,538 
women for 15 years required 
informed consent procedures 
determined to be unethical by 

the US Office for Human 
Research Protections. TMH 

RCT subjects were not 
adequately informed of life-
saving differences between 

cervical screening, 
“downstaging,” and no-

screening. 



“To suggest, as do Sankaranarayanan et al, that Indian women 
would knowingly consent to be randomly assigned to more death – 

instead of to more life – is to suggest that Indian women are 
unimaginably stupid.” 

 

Suba EJ. Ind J Med Ethics, 2014 



Compared to data reported to 
US NCI in 2005 (obtained 

through US Freedom of 
Information Act; upper table), 
data published in 2010 (lower 

table) show higher 
percentages of early-stage 
cancers in the intervention 

arm. All discrepancies favor 
the study result sought by 
NCI-funded investigators: 
that DVI/VIA had caused 
downstaging. Reasons for 

discrepancies in total 
numbers of cases during each 
RCT round are unknown. The 

discrepancies were not 
acknowledged in publications 
from the NCI-funded study. 



Compared to data reported to 
US NCI in 2005 (obtained 

through US Freedom of 
Information Act; upper table), 
data published in 2010 (lower 

table) show higher 
percentages of late-stage 

cancers in the control arm. 
All discrepancies favor the 
study result sought by NCI-
funded investigators: that 

DVI/VIA had caused 
downstaging. Reasons for 

discrepancies in total 
numbers of cases during each 
RCT round are unknown. The 

discrepancies were not 
acknowledged in publications 
from the NCI-funded study. 



The US Office for 
Research Integrity 

is investigating 
credible 

allegations that 
data falsification 

may have 
nullified the 

scientific validity 
of the TMH RCT 
conclusion that 
“downstaging” 

reduced cervical 
cancer mortality 

rates. 



“Much of the scientific literature, 
perhaps half, may simply be 

untrue….The bad news is that 
nobody is ready to take the first 

step to clean up the system.” 

Richard Horton 
Editor in Chief 

The Lancet 
April 11, 2015 
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location 

Year 
started/ 
ended 

Agent Funder Intervention Design 
failures 

Execution 
failures 

Mumbai 1997/ 
2015 TMH US 

NCI 

Down-
staging Deliberately 

allowed 
human 

beings to 
die merely 

to 
contemplate 

questions 
that had 
already 

been 
answered 

Studied an 
obsolete 

intervention 
[?Data 

falsification] 
None 

Osmanabad 1999/ 
2007 

WHO/ 
IARC Gates 

VIA Effects resulted 
from causes 
that did not 

exist 
[?Data 

falsification] 

HC2® HPV 

Pap smears 

None 

Tamil Nadu 2000/ 
2006 

WHO/ 
IARC Gates VIA Irreproducible 

results None 
 



Zombie Argument:  
Effects result from causes that do not exist 

Osmanabad 
screening test 

Disease detection 
rate 

Cervical cancer death rate 
reduction? 

Pap smears 
 1.0% NO 

Hybrid Capture 2® 
HPV  0.9% YES 

The Osmanabad RCT concluded that superior HPV test death-rate 
reduction was caused by superior disease detection. 

 
That conclusion is absurd. 



“The unexpected lack of correlation between detection rates 
reported for the screening tests and subsequent mortality rates 

requires careful consideration. ” 
Suba EJ, Cibas ES, Raab SS. NEJM, July 2009 

 

“That HPV testing had a higher detection rate than that of 
cytologic testing or VIA is clear from our findings.” 

Sankaranarayanan R. NEJM, July 2009 

 



Disease detection rates: 

HPV tests:     0.9% 
Pap smears:   1.0% 

 

Zombie Argument: 
“That HPV testing had 

a higher disease 
detection rate than that 
of cytologic testing is 

clear from our 
findings.” 

Sankaranarayanan R. 
NEJM, July 2009 

 

 



Disease detection rates: 

HPV tests:     0.9% 
Pap smears:   1.0% 

 

Zombie Argument: 
“That HPV testing had 

a higher disease 
detection rate than that 
of cytologic testing is 

clear from our 
findings.” 

Sankaranarayanan R. 
NEJM, July 2009 

 

 



Zombie Argument:  
Effects result from causes that do not exist 

Osmanabad 
screening test 

Disease detection 
rate 

Cervical cancer death rate 
reduction? 

Pap smears 
 1.0% NO 

Hybrid Capture 2® 
HPV  0.9% YES 

 
Zombie Arguments enabled the Osmanabad RCT to be the first 

study in world history to conclude that high-quality Pap screening 
does cause reductions in cervical cancer death rates. 

 
That conclusion is absurd. 



The Alliance for Cervical Cancer Prevention (which includes 
WHO/IARC and PATH Seattle) was established in 1999 with a gift 

of US $50 million from the Bill and Melinda Gates Foundation.  

 
The Alliance’s central founding assumption: non-cytologic 

technologies, rather than Pap smear screening, are the most likely 
solution to the problem of cervical cancer in developing countries. 

ALL LIVES HAVE EQUAL VALUE 



“Assessments of 
numerous internal biases 
suggest that the widely 
reported conclusions 
may be significantly 

misleading.” 
 

Austin RM, Zhao C. 
Cytojournal, 2009 



“We certainly do not 
claim to have evidence 
that study irregularities 
were due to deliberate 

data manipulation. 
Readers, of course, will 
make their own personal 
judgements about study 

inconsistencies.” 
 

Austin RM, Zhao C. 
Cytojournal, 2009 



The Osmanabad 
RCT is not subject to 
oversight by the US 
Office for Human 

Research 
Protections, the US 
Office of Research 
Integrity, or the US 

Freedom of 
Information Act. 
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NCI 

Down-
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allowed 
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answered 

Studied an 
obsolete 

intervention 
[?Data 
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None 
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WHO/ 
IARC Gates 
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[?Data 

falsification] 

HC2® HPV 
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None 
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WHO/ 
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US-Funded randomized controlled trials of cervical screening in India:  
Summary of irreproducible results 

 
Study location Principle 

investigator 
 

Irreproducible results  
 
 

 
Tamil Nadu 

 
Sankaranarayanan 

 

 
VIA reduced both incidence 
and death rates of cervical 

cancer 
 

 
Osmanabad 

 
Sankaranarayanan 

 

 
VIA reduced neither 

incidence nor death rates of 
cervical cancer  

 
 

 
 
 
 
 



 

“The discrepancy between the authors’ earlier findings and the 
current findings with regard to the benefits of VIA calls for more 

explanation.”  
Ankit J et al. NEJM, July 2009 

 

“The reasons for the discrepancies are not entirely clear to us.” 
Sankaranarayanan R. NEJM, July 2009 
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NCI 
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staging Deliberately 

allowed 
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to 
contemplate 

questions 
that had 
already 

been 
answered 

Studied an 
obsolete 

intervention 
[?Data 

falsification] 
None 

Osmanabad 1999/ 
2007 

WHO/ 
IARC Gates 

VIA Effects resulted 
from causes 
that did not 

exist 
[?Data 

falsification] 

HC2® HPV 

Pap smears 

None 

Tamil Nadu 2000/ 
2006 

WHO/ 
IARC Gates VIA Irreproducible 

results None 
 



The most important lesson 
learned in Vietnam: 

“Cervical cancer prevention 
efforts are more effective when 
leaders embrace an ideological 
commitment to the appropriate 

public health goal of 
‘improving health outcomes as 
rapidly as possible among as 
many people as possible’ and 

assimilate the policy 
implications of that 

commitment.”  
Suba EJ, Raab SS. Diagn Cytopathol. 2012 



DECADENCE: Tata Memorial Hospital, WHO/IARC, US 
NCI, and Gates Foundation deliberately allowed human 
beings to die merely to contemplate questions that had 

already been answered. 
 

   Delphi     Exercise 
 

REMEDY: Tata Memorial Hospital, WHO/IARC, US 
NCI, and Gates Foundation should embrace the Golden 

Rule of “improving health outcomes as rapidly as possible 
among as many people as possible,” and assimilate the 

policy implications of the Golden Rule. 



 
 tool for structuring conversation 
 enables diverse individuals to deal with complex problems 
 requires structured information flow and anonymous 

interaction 
 reduces untoward consequences of face-to-face interactions 

(groupthink, bandwagon effect, halo effect, etc) 
 
 

Delphi Exercise 









Delphi Questions: A Socratic method for assimilating the 
policy implications of the Golden Rule 

 
Will the introduction of VIA, and/or HPV vaccines, and/or HPV screening 

entirely eliminate requirements for Pap smears? 
 

Will the introduction of HPV screening accelerate or decelerate reductions in 
cervical cancer rates? 

 
Will the introduction of VIA screening accelerate or decelerate reductions in 

cervical cancer rates?  
 

Will the introduction of HPV vaccines accelerate or decelerate reductions in 
cervical cancer rates?  



 recruit cervical cancer prevention stakeholders 
(MOH, CEHAT, MASUM, KEM, TMH, 
WHO/IARC, US NCI, etc) 

 obtain email addresses of 6-12 stakeholders 
 conduct Delphi Exercise online 
 meet face to face to discuss results 
 

Proposal: A Delphi Exercise for Cervical 
Cancer Prevention in India 
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