Debate

Polio Eradication and the Indian
Academy of Pediatrics

Itisironicthat thel AP haschosento accede
to the request of the India Expert Advisory
Group (IEAG) made during the meeting on
July 28, 2006 to “make a strong statement in
support of polio eradication program”(1). At
the outset, it may be relevant to recall that
members of |AP (individualy and
collectively) proposed, promoted and strived
towards the eradication of poliomyelitis well
beforethe |EAG even cameinto existence. On
the other hand, considering that four of the
eight members present at the July 28 IEAG
meeting(2) are stalwarts of the |AP (three past
and one current President), the request and its
response are probably not surprising.
Nevertheless, it is heartening that the |AP has
made an appeal (to its members) to “work
unitedly to achieve polio eradication”(1).
Sincel APisabody of academic professionals,
this means (presumably) that the IAP
(represented by the authors) welcomes
academic input in relation to polio eradication
andis(hopefully) not merely calling on fellow
members to toe the line of the IEAG or
agencieswhich direct the latter’ s activities. In
that spirit, despite recognizing that we are
likely to have aspersionscast on our capacity to
understand, interpret, analyze and apply data,
ashasoften happenedto othersinthe past(3,4);
it is important to draw attention to the
following:

1. While the statistical figures of decline in
polio cases over the past 20 years are
undoubtedly impressive, we have still not
achieved the statusof eradication nor dowe
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appear to be near that target. Therefore,
IAP members led by its |eadership would
do well to analyze and reason why thisis
happening rather than “fully support the
plan of action once accepted by the
Government of India and partner
agencies’.

Giving5dosesof OPV duringinfancy was
never advocated as a tool for polio
eradication. It should be remembered
that even with increased coverage using
3 doses of OPV (between 1991-1995)
there was adeclinein polio cases by over
90 % (from 40,000t0 4000 annually). This
substantiates that it isincreased coverage
rather than just greater number of doses,
which is important for polio elimination/
eradication.

Assuming that five doses of OPV during
infancy would have led us closer to the
goal of eradication, what isthe reason that
despite over five doses (three in routine
plus two or more during national/
subnational immunization days), infants
are still not protected and remain
susceptibleto polio?

What isthebasisfor thecal cul ationthat 10
doses of OPV are required to be
administered prior to 9 months of age for
children inwestern UP to be protected? If
they remain unprotected even with 10
doses, will this figure need to be revised
upward to 12, 15 or even greater number
of doses?

Evenif theabovecal culationisassumedto
becorrect, how isthisto beachieved? Are
infants in western UP (and possibly
elsewhere) expected to receive OPV
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10.

11.
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vaccination every two to three weeks
during thefirst 6-9 monthsof life?

What is the basis for the latest
recommendation of the IEAG to give
2 doses of IPV in a pulse manner in the
hyper-endemic areas and what if this also
fails?

While the revelation that “ health workers
and families are colluding to falsify data”
is appreciated, what is the solution? It is
unlikely that either health workers or
families will continue to cooperate
indefinitely simply onthebasisof frequent
assurancesthat the‘ country isontheverge
of polio eradication’ and ‘thisis the fina
push’.

Likewise, how is the community to be
empoweredtofulfill the* national pledge”
to eradicate polio? Does the AP expect
that the community should voluntarily
‘demand’ indefinite more ‘pulse polio
rounds as a sign of “education,
encourage-ment and  empowerment”
provided by itsmembers?

It is heartening that the IAP appears to
have taken cognizance of the need for
introducing elPV in India, afact that has
been emphasized several times starting
from the year 2000(5-7). However, it has
chosen to leave the decision of the
modalities involved (when to start, how
many doses, who will administer, regional
or national coverage, whowill providethe
reguired number of doses, what will bethe
cost) to the Government, rather than
guiding it towardsacorrect decision.

It will be informative to know the
constitution of the “National Consensus
Meeting” that is round the corner and the
“wider participation” that isplanned.

Inlight of the|EAG’ srequesttothel APto
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“make a strong statement in support”, it
will be relevant to know what proportion
of the|EAG iscomprised of |APmembers
and also what proportion of IAP's Polio
Eradication Committeeisonthe [ EAG.

Since the Government is the ultimate
decision making authority, although it
seems to “accept plans of action” what is
the official forum for IAP members to
bring important issues to the notice of the
Government?

Finally, although the IAP cannot be held
responsible for the proceedings at IEAG
meetings, the following clarifications are
required, on the conclusions and
recommendations drawn at the July 28
IEAG meeting since 50% of the
membership comprised of IAPleaders.

The meeting noted that the rapid rise in
cases in Western UP was due to “factors
favouring viruscirculation, lower vaccine
efficacy and deterioration of SIA quality”.
The first two of the three reasons need to
be elaborated and explained to IAP
members

The IEAG noted “the results of the
analysisof pre-releasetitresfor tOPV and
mOPV” and was thereby apparently
satisfied with the quality of OPV used(2).
However, if theaim of the analysiswasto
allay anxiety regarding potency of
OPV(1), despitethe VVM being intact, it
is puzzling why the IEAG was content to
accept the results of pre-release potency
testing rather than insisting on testing of
samplesfromthefield.

“A full twelve months of high quality
activity” has been deemed necessary for
wild poliovirus transmission to cease(2).
While nothing specific has been
mentioned about this new terminology
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(high quality activity), presumably it
refers to another twelve months of the
repetitive exercise of administering OPV
drops.

16. Although the |AP statement (1) suggests
that the modalities of using elPV in our
country are still under consideration and
debate, the proceedings of the IEAG
meeting (2) arequite clear that two rounds
of IPV areto be used eight weeks apart in
two districts of UP and has even set a
timeline for this exercise (first round in
December 2006). Onceagain, considering
the composition of the IEAG meeting in
guestion, thisdisparity ispuzzling.
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Polio Eradication and the Indian Academy
of Pediatrics(Reply)

Wethank Drs. SK. Mittal and J.L. Mathew
for raising several issues related to polio
eradication and IAP. It is important that all
issuesareidentified and discussed. New ideas
and constructivesuggestionswill be useful but
discussion just for the sake of discussion will
not help. Unfortunately, their letter contains
many misconceptions and some internal
contradictions. We will point out the
misconceptionsfirst and proceed to answer the
guestionsthey have posed. The contradictions
need not be enumerated as readers can easily
spot them. We ignore the obloquy. The main
misconceptionsarelisted bel ow.

e lronic means "happening in the opposite
way to what is expected". Acceding to
India Expert Advisory Group (IEAG)
request by Indian Academy of Pediatrics
(IAP) iswhat should be expected under the
specificsituation. Itisnotironic.

» Drs. Mittal and Mathew claim to “recall
that members of the |AP (individually and
collectively) proposed, promoted and
strived towards the eradication of
poliomyelitis well before the IEAG even
came into existence”. This tall claim is
contrary to facts. Eradication is a global
agenda. It wasthe Rotary International that
first (in 1985) proposed and promoted “a

Remedies(Reply). Indian Pediatr 2004; >
41:203-204. polio-free world by 2005". The 1988
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World Headth Assembly resolved to
eradicate polio globally and as asignatory
the Government of India (Gol) became
involved. IAP was not in the picture then.
Later IEAG was created to advise the Gol
on eradication activitiesin Indiaand IAP
wasrepresented onitfromitsearly days.

IAPis not the implementing agency of the
eradication programin|ndia, butit playsan
important supportive role to the efforts of
Gol. The differences of opinions of AP
withthe Gol andthe WHO areknowntothe
concerned officers and to IAP members
through our many conferences and
publications. |APmaintainsitsdignity and
decorum even when we disagree on
specificissues. Wehavestrived for change
and succeeded in many instances through
persuasion. Cynicism and acrimony are
alwaysavoided.

|APisabody of qualified pediatricians, not
exclusively of “academic professionals’.
Academic professionals should not
belittle the membership of non-academic
colleagues, who outnumber academic
professionals.

Reduction of incidence by 90% and
eradication are not mere quantitative
variants of epidemiological achievement
through routine immunization. India has
achieved 99.9% reduction inincidence but
eradication has not been achieved in spite
of extremely high vaccine coverage. To
interrupt wild poliovirus transmission 3
dosesof OPV aregrossly insufficient even
if 100% coverage is achieved. Both high
vaccine efficacy (which requires many
more doses) and high vaccine coverage
(virtually 100%) are needed. They are
needed prior to the age at which infants get
wild virus infection. These are the
problems of the exclusive use of OPV for
eradication.
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Five doses of OPV induce immunity in
only about 80% infants against types 1 and
3 according to studies conducted in south
India. The unprotected remnants in large
communitieswill sustain the circulation of
these types, even after very high coverage
isachieved, asisevidentin UP.

Ontheother hand, 5 dosesaresufficient for
near-100% immunity against type 2. The
higher efficacy was the reason why India
could eliminate it even in UP by October
1999, when sufficiently high coverage had
been reached. The same coverage was
inadequate to interrupt transmission of the
types 1 and 3, as vaccine efficacy was
insufficient.

Drs. Mittal and Mathew advise that: “IAP
members led by its leadership would do
well to analyze and reason why this is
happening rather than fully support the
plan of action once accepted by the Govt.
of India and partner agencies’. The
assumption that the two processes are
mutually incompatible arises out of the
lack of understanding of facts. Thereasons
for delay in achieving eradication are
analyzed and reviewed periodically by IAP
independently and also together with
IEAG. In one such IAP analysis early this
year Dr. Mittal was an active participant.
IAPisnotinthe“opposition” mode.

Polio eradicationisacomplex process, led
by the Gol MoH with many function-
aries—the health workers, supervisors,
volunteers, NGOs, State Governments,
partner agenciesand donors—who haveto
work inharmony. Without their effortsIAP
alone cannot achieve elimination of polio.

The need for IPV in India was identified
long before 2000, by which time
(belatedly) some academic professionals
also began grasping its potential in India
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Independent scientists had moved the
I mmunization Mission (under Technology
Mission) under the Raiv Gandhi
Government, in 1987, to establish 1PV
manufacture in India. A unit was
established in 1988 in Gurgaon with
support from the Gol Ministry of Science
and Technology. However, the Ministry of
Health (MoH) opposed the move and
apparently declared that it would not
license IPV and the unit was closed in
1994. Our own academic professionalsdid
not raisetheir voicesin protest.

In the past the National Regulatory
Authority (NRA) of the Gol (under MoH)
had persistently refused to register IPV in
India. It waslicensed for thefirst timeonly
in June 2006. It came about after the
National Technical Advisory Group on
Immunization (NTAGI) and the IEAG so
recommended it to the Gol. IAP is
represented on both committeesand played
acrucia role. The NRA (Drugs Controller
General) decides which vaccine is to be
registered in India. IAP could not have
persuaded Gol to use IPV prior to thisfirst
step of licensure.

The innuendo in the statement “lIAP
appears to have taken cognizance of the
need for introducing elPV in India" is
another misconception. Our colleagues
confuse between our taking cognizance of
the opportunity for introduction of IPV
(due to its licensing) and its need for
introduction. |1AP's long-held view that
IPV has arole has been vindicated by the
licensing of 1PV, thus opening the door for
itsfutureuseinIndia. Thenext crucial step
is for the Gol to make it available in
sufficient quantities. IPV will have arole
for concluding eradication activities al so.

The use of IPV is no longer under debate
but under active consideration. The Gol

hasto procureit and its use will be guided
by thel AP/IEAG recommendations. While
IAP and the IEAG wishitsintroduction as
early as December 2006, the needed
guantitiesmay not necessarily beavailable
by then, or the health care delivery system
may not be adequately prepared to
introduce it in December. In case of delay
thereisno disparity to be puzzled about.

Wewill now answer thequestions.
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“Why do infants remain unprotected in
spiteof 5dosesof OPV?’ While5dosesare
sufficient to protect against type 2 in near-
100%infants, they arenot equally effective
against types 1 and 3. Thisis due to low
immunogenicity of OPV especially to
types 1 and 3, which in turn is due to low
infectivity of thesevaccineviruses.

Why did we accept pre-rel ease potency as
sufficient evidence for the quality of OPV
in use? The fact that VVM is a reliable
marker of the time-temperature course
taken by vaccineviashasbeenvalidatedin
the past. However, if waterisputinandthe
VVM isgood, that does not mean the vial
contained good vaccine. Therefore, the
pre-release potency is what is relevant to
ensure the quality of vaccine. Thereafter it
is the VVM that helps in maintaining
quality and acts as the visible marker of
potency.

“What is the basis for the calculation that
10 doses of OPV are required to be
administered prior to 9 months of age for
children in western UP to be protected? | f
they remain unprotected even with 10
doses, will this figure need to be revised
upwardto 12, 15 or even greater number of
doses?” Primary immunization in India
would require 10 doses to match up with
thelevel of protection achieved by 3 doses
of OPV in the United States. Most
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“academic professionals’ had disagreed
with these research findings of the 1970s
and 1980s. Each additional dose raises
seroconversion by the principle of
arithmetic proportional increment, instead
of prime-boost principle as in the case of
IPV. In UP and Bihar, the need for a
minimum of 10 doses has now (belatedly)
become obvious even to the skeptics - asa
result of analysisof local data. Themedian
ageof polioisaround 18 monthsand over a
third of cases occur in infancy. Thus, the
speed and force of transmission of wild
viruses (particularly type 1) are
extraordinarily high. Protection by
vaccination should reach beforewild virus
infection reaches children, ideally by 3-4
months of age, for which reason the EPI
schedule of 6-10-14 weeks was
established. Since giving so many dosesis
difficult if not impossible, how far can we
stretch the age? Are 12 months too risky?
Are 6 monthstoo difficult? To suggest that
so many doses are needed by 12 or 9
monthsisalready acompromiseonwhatis
ideal.

“Even if the above calculation is assumed
to be correct, how is thisto be achieved?”’
How can so many doses be given at so
young an age? Had routine doses been 5,
topping up would have been relatively
easy. If 4 or even 3 doses were given in
routineimmunization, some6 pulsescould
have succeeded in giving 10 or nearly 10
dosesduring infancy. Whereroutine doses
are delayed or not given, most doses must
comethrough pulse campaigns, and giving
10 doses during infancy is virtually
impossible. The reason to highlight this
was two-fold. One, to identify one of the
main causes of delay in eradication.
Second, this technical remedy does not
appear to be feasible and a fresh solution
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seems necessary, which is given under the
next point.

“What is the basis of recommendation to
give 2 doses of IPV in campaign mode?’
When 10 doses before 9-12 months of age
are required, either routine immunization
must be built up or an alternative method of
rapid immunization should beidentified to
circumvent the problem. That is how the
alternative of 1PV becomesrealistic. Three
doses of 1PV will protect near-100% and
that is achievable below 6 months of age.
Under the eradi cation modethepriority age
group should beaddressed simultaneously,
instead of gradualy building up high
immunity coverage. Asthequantity of IPV
will be limited, the most efficient way to
distribute it will be to give 2 doses to the
most vulnerable age group, namely infants
and toddlers. Two doses, given at or after 8
weeks of age and with 8 weeks interval
have already been shownto result in >95%
seroconversion to types 1 and 3, in Indian
studiesin the 1980s.

“What if this also fails?’ If Indiafailsin
spite of this additional intervention, |AP,
IEAG, Gol MoH, global partners and
WHO will have to design more effective
interventions which the Gol must
implement.

“What is the officid forum for IAP
members to bring important issues to the
notice of the Government?’ Any citizen
can bring issues to the notice of the
Government, but that is not “official”.
When |AP has to officidly inform
something to the Government, its officers
must do so. IAP members may bring
mattersthrough appropriate committees of
IAP to make formal IAP policies or
recommendations. Matters related to
immuni zation can bebrought uptoNTAGI
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viathe AP Immunization Committee and
thoserelated to polio eradication, to IEAG
viathel AP Polio Eradication Committee.

e What is meant by “factors favoring virus
circulation” and by “lower vaccine
efficacy?” The factors favoring virus
circulation are high density of infant and
child population, crowded living
conditionsand low vaccination coveragein
the very young with high number of doses.
Lower vaccine efficacy refers to the
estimate of efficacy by number of doses of
OPV inwestern UP- theestimated efficacy
of 10 dosesof OPV islower than what was
documented in the past in southern India
and what is currently estimated for the rest
of India

May we conclude by stating that the IAP
consensus building meeting (referred to in the
letter) took place in New Delhi on October 1
and Dr. S.K. Mittal had personally got most of
the above issues clarified. The draft of the
consensus statement has been sent to all
participants for finalization. Obviously this
letter was written by Drs. Mittal and Mathew
prior to 1 October. We thank the Indian
pediatrics for the opportunity to clarify many
issues.
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Editor’sNote:

Recommendations for Polio  Eradication
Strategies in India under IAP Action Plan 2006
appearsin thisissue on pages 1057 to 1063.
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