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This paper presents findings from a comparative sasdy of two different policy
development processes within the WHO’s malaria depant. By comparing the policy
processes for the interventions of intermittenvprdive treatment in infants versus in
children, the findings suggest that ‘good evidericah a technical perspective, though
important, is not sufficient to ensure universaleggnent and uptake of recommendations. An
analysis of 29 key informant interviews finds teaidence also needs to be relevant to the
policy question being asked, and that technicalragietain a concern over the legitimacy of
the process by which technical evidence is brotmbear in the policy development process.
Cash and colleaguefindings from the field of sustainable developméhat evidence must
becredible, salienandlegitimateto be accepted by the public, appears to equapilyap

within evidence advisory bodies. While the WHO hascipally focussed on technical
criteria for evidence inclusion in its policy dewpment processes, this study suggests that the
design and functionality of its advisory bodies tmaiso enable transparent, responsive, and
credible processes of evidence review to ensutdhbae bodies are effective in producing

advice that engenders change in policy and practice



1. Introduction

The use of evidence has been a long establishedfftae policy process, and within public
health, research evidence is widely considereaé&ressary foundation for many health
policy decisiong. Whether in the form of peer validated researctiefined more broadly
as any type of knowledge that influences a decjuidence can help to project rationality

about a decision or an outcomé

Why, when, and how research evidence is used idglielopment of public health policy can
sometimes be difficult to discefrf, however, these questions are important to uraleasit

the aim is to increase and improve evidence usieeipolicy process. A wide range of
research has been done to better understand kiagéia between researchers and policy
makers, particularly in the area of “knowledge $fan and exchange” (KTE). This is a
relatively new field, and one not specific to hbalblicy, that has emerged to capture why,
when, and how knowledge or evidence is used tarimfmolicy 2 However, the implied
linear process between the knowledge produceddmarehers and the policies developed by
policy makers -already acknowledged as a weakmethifield** 1°- oversimplifies and

does not adequately account for the complexitielspartitical nature of policy makintf.

As noted by SmitR’, the evidence-based policy (EBP) movement has ptwarad one
particular idea which assumes thatreuse ishetteruse, especially if that evidence comes
from the tops of particular hierarchies. Parkhiftsind others® 2°have identified this
approach as problematic due to the way it carhemiame of promoting technical
effectiveness, work to depoliticise policy debatdsch need to reflect multiple competing
social values of a population. They argue for agrexplicit recognition of the nature of

politics that has been missing from much previooskwpromoting evidence use. Parkhufst
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and Cairney® suggest that in order to address the politics/imfemce - in all its forms - we
need to move beyond past efforts focussing soleliyrmwledge transfer, recognising that
social goals can be contested, and understandinghepursuit of our values may manifest
in biased uses of evidence. The main issue ishabtierarchies are inherently flawed, but
rather that they are being incorrectly applied snyncases if they are used to prioritise policy
choices. Over reliance on hierarchies also canurbgbe importance of external validity,

often failing to explicitly address questions o #ipplicability of findings across contexts

While some authors have noted the limitations efdrichies of evidence in terms of policy
usefulness® 22 2 these ideas have yet to be taken up widely ifE®R movement. There
still needs to be critical reflection of what hierlaies can be used for, and what ‘good
evidence for policy’ would have to look like if gjie hierarchies do not meet the needs for
evidence use within policy decisioHs Parkhurst® outlines that another relevant challenge
to the EBP movement is in recognising the imporawicthe legitimacy of the decision
making processes utilising evidence. The EBP liteeaseems to assume that evidence use is
a universally embraced good thing, yet from a puoditdies perspective, the process by
which public policy decisions are made, and samisitomes achieved, must be accepted as
legitimate by the populatiol¥. Instead, the concern has been over researchduggptake’,
with competing political or cultural consideratiosimply classified as ‘barriers’ to be
overcome, or with ‘resistance’ to evidence expldias due to lack of understanding of the

science by the potential beneficiariés’® 24

Parkhurst® has argued that democratic debate is necessamngf@cts the understanding that
the process by which decisions are made matteasdore that the final policy decisions will
be respected. Such an approach requires shiftingily to consider ‘systems of evidence

advice’ rather than just targeting individuals asWledge brokers.



It is not unusual to expect that ‘good evidenceal agyood use of evidence’ will be viewed and
interpreted differently by different actor groui3s®® The experiences, composition, and
professional status of actors within evidence adyivodies influence how evidence is
interpreted and how recommendations are forfiethese insights are part of a slowly
growing literature on the role of evidence advisboglies, and how to improve their inner
workings, for example by including patient expedemnformatior?® or economic
information?® *°in order to promote the integration of evidende imealth policy and
practice. Some of the literature is concerned weiploring how such bodies deal with

constructing or facilitating a deliberative procésat is seen as legitimat&3

However, what many of these studies have in comistrat they tend to focus on national
advisory bodies in particular, such as the Natidmstitute for Health and Clinical Excellence
(NICE) in England and Wales, which has direct iaflae over policy and practice for the
National Health Service. At present, few studiegneine the processes and perceptions of
global health evidence advisory bodies, who adwisttutions such as the WHO, on

recommendations for global health policy.

This paper focuses on one WHO department in péaticthe WHO Global Malaria
Programme (WHO-GMP), as an example of an influémttarnational policy and guidance
producer, and presents the findings from a comparatase study of two different policy
development processes for malaria control and ptewethat took place within the
department between 2006 and 2012. Both policieseréo what is known within the global
malaria community as ‘intermittent preventive treant’, or IPT, which is the delivery of a
treatment dose of an anti-malarial drug given ateaspecified time for the prevention of

malaria, regardless of the presence of symptoroermirmed malaria infection. The two
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policy development processes that are comparefiatiee policies for IPT in infants (IPTi)
versus in children (IPTc - now known as SeasondaN®Chemoprevention or SMC).
Although there are some commonalities betweenwbepblicies, the two policy development
processes that led to them resulted in two verfemdiht perceptions by stakeholders about the
“success” of those processes. For IPTthe process through which evidence was used to
inform policy was seen as contentious and therdém®than ideal to those who were
involved®. In comparison, SME was viewed by those involved as a model procesdalu

its seeming efficiency’.

In looking at the negative assessment of one psace®lation to the positive assessment of
the other, this paper explores the influences erutie of evidence in policy making for IPT

according to those key stakeholders who were iradna their development.

2. Methods

Data for this analysis came from 29 key informantsrviewed between October 2014 and
October 2015. The interviews were semi-structamdl sampling was purposive to ensure a
wide range of perspectives from those involvecha IPTi and/or SMC policy processes.
They included: (a) staff from the Bill & Melinda @& Foundation (BMGF), who funded the
IPTi and SMC studies; (b) staff from the researwiiutions who conducted the IPTi and
SMC studies; (c) members of two of WHO-GMP’s evickeadvisory bodies - the
Chemotherapy Technical Expert Group (TEG) and tlaéaki Policy Advisory Committee
(MPAC) - who advised WHO-GMP on the IPTi and SMdiges; and (d) staff from WHO-

GMP who were responsible for issuing the IPTi aMICYolicies to relevant member states.



Data also included published and unpublished doatsmg sources, including official policy
documents for IPTi and SMC, evidence advisory boegting reports for IPTi and SMC, and
internal BMGF and WHO-GMP documents on IPTi and SMBservational notes
documented during meetings and conferences betiMaerh 2011 and October 2015 was
also considered, but mainly as supplementary tinteeview and document analysis. Data

was organized and analysed with the help of Nvivol0

The framework for analysis came from Cash and aglies' work on the use of science and
technology to inform policymaking within the fietd sustainable development. They
analysed environmental sustainability across agafigountries and found that the
effectiveness of science to inform policy restedtoee key factorLredibility, which refers

to the scientific adequacy of the evidensajence which refers to the relevance of the
science to the needs of decision-makers;legidimacy which refers to the perception that

the process of evidence generation and use hasupéesed and fair in its treatment of
divergent stakeholder views and interests. ‘Goadesce’ for policy can be seen to capture
the ideas of credibility and salience identified@gsh et al., as these concepts reflect the EBP
movement’s normative principles of fidelity to sooe and usefulness to achieve social goals.
The concept of legitimacy can be seen to capta@timciples of ‘good use of evidence’ for
policy, as it reflects policy scholars’ concernattavidence-informed policy decisions remain

democratically representative of multiple sociaémests.

3. Findings

3.1 A tale of two processes



In the context of increasing interest in malarid greater availability of funding but few
effective interventiong®, the results of the first IPTi study publishedhe Lancet®

generated much enthusiasm among the core grougenitists involved in the trial. This
research group along with others formed a crogs#tutisnal global research partnership - the
IPTi Consortium — that in its funding proposal @eel that they had “developed a research
and implementation agenda that will rapidly resdhe outstanding scientific questions about
this innovative form of malaria control, and mote intervention into policy and practice”

within five years, by the end of 2008

The IPTi Consortium was made up of a group of nesesis and international policy makers
including its funder, the BMGF, and staff at WHQIdoNICEF“. To facilitate the review of
evidence gathered through the Consortium’s resegranps, a concurrent Policy Platform
was established in WHO-GM®. Its role was to prepare the evidence as it becaraiable
from the IPTi studies for a WHO technical reviewgess, so that WHO-GMP could reach a
global recommendation on IPTi. This technical revgrocess involved the assessment of
evidence by a series of WHO committees — a TechBigaert Group (TEG), a Technical and
Research Advisory Committee (TRAC) that reviewedsTifecommendations, and a Strategic

and Technical Advisory Group (STAG) that reviewd®AIC recommendations.

For IPTi, the first TEG meeting was held in OctoB806 and assessed the results of 11
studies on the efficacy and safety of IPTi in ingaand childref?. At the time of the 2006
review, three of the trials on efficacy and safegre not yet published. The recommendation
of the 2006 TEG was positive provided that impletagan would take place alongside
rigorous monitoring and that as additional datdFoh emerged, there would be further
assessments of the intervention. This TEG recomatamdthen went to the TRAC in

December 2006 where it was also endorsed. Theamektinal level of review, before going
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to the WHO Director General, was at the STAG duleetdneld in May 2007. However, WHO
cancelled this meeting and decided that a secori@ Sftould be convened. This decision was
triggered by the availability of the final resutibthe pending trials in early 2007, which
reported the occurrence of severe adverse readtiabhbad not been reported in the other
previous trials. It was only in October 2007 the second TEG meeting took place.
Although this second TEG also recognized IPTi usinifgdoxine-pyrimethamine (SP) was a
“promising intervention” it recommended anotheriegwbe held in 2008 when new data

became availabl®.

In an attempt to drive forward the process, the BM@®mmissioned a study from the
Institute of Medicine (IoM) in mid-2007 to evaluates IPTi results. A year later, in July
2008, the oM review was finalized and provided @enpositive conclusion on IPTi.

Finally, the closing meeting of the IPTi Consortiwas held in January 2009. Given the
turbulence of 2007 and 2008, its members were méted to see the policy process through
to a final conclusion. They advocated the settihg date for another TEG to review what
was by then the complete set of trial data. In IAZ0D9, eight years after the first IPTi study
was published, this final and third meeting of T#&G endorsed a global policy

recommendation on IPTi by WHO to member states

The turbulent policy process for IPTi is widely dseithin the global malaria community as
an example of a process where the inherent teth@&tween researchers, their funders, and
policy makers could have been better man&géfl In fact, the political fall-out from the

IPTi policy process was among the factors thatipiated WHO-GMP to review its many
existing policy setting mechanisitis WHO-GMP recognized by 2010, under the leadership
of a new director, that it needed to adapt its exgiew process if it wanted to maintain and

strengthen its global leadership role in policytisgt*’. By that time, WHO-GMP’s



normative role in setting policies and standardsrialaria control had not been updated for
several years, and WHO-GMP was perceived by mamgbees of the global malaria
community as insufficiently able to respond to pidéy changing political, funding and

epidemiological landscagfé

In 2011, WHO-GMP embarked on a policy setting gitbaning exercise to increase the
timeliness, transparency, independence and relewairits recommendations to WHO
member states in relation to malaria control aidiehtion*®. The result was the evidence
advisory body, MPAC, first convened in 2012, whinbkets twice a year to provide
“independent strategic advice and technical inpubhé WHO for the development of policy

recommendations covering all aspects of malarigroeband elimination™?8,

The first body of evidence to come under MPAC remieas for SMC. SMC, previously
referred to as IPTc, is defined as the intermitéghministration (once a month, up to four
months) of full treatment courses of an antimalariadicine (Amodiaquine + SP) during the
malaria season to prevent malarial illness by naaiirig therapeutic antimalarial drug
concentrations in the blood throughout the peribgreatest malarial risk, which for SMC-

relevant countries is essentially the rainy season.

In the case of SMC, there too was a positive §itstly also published in theancet*,

However, unlike with IPTi, here an official consarh with an overt policy agenda was never
formed. Instead, a series of informal meeting$ \pitlicy makers and programme managers
to identify outstanding priorities for researchergint to a SMC policy decision took place in
2008°°. These were followed by several large-scale e@n studies in 2009 to address
these questiomd>3 Meanwhile, there were periodic informal reviesfshe evidence

dossier by experts to ensure that the necessammaftion was being collated for an informed
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decision by policy makers for when the time cafeThis culminated in a formal (and
single) meeting of the TEG to review the eviderareSMC in May 2011, which resulted in a
unanimous positive recommendation for the intereentespite the lack of an
implementation mechanisti  The recommendation was then reviewed by thdyn@imed
MPAC in February 2012, and by March, less than atmtater, WHO-GMP issued the

policy recommendation for SME.

3.2. Strength and quality of evidence

Although there were several questions about theaefy of IPTi (e.g. around the extent to
which IPTi merely delayed the onset of malaria had much that mattered), the main
concern of several respondents was that the pesgisults from the first trial were not
reproduced to the same high levels in later triads.some, this raised questions about the

benefits of IPTi.

One of the big issues with IPTI was that the ewdafidn’t all point in the same
direction. So the decisions were, you know, Iklitinvas harder for people to have
the level of confidence in them that they mighehaad with SMC where there’s not

much evidence going in the other directions. —1KI4

Heterogeneity was not an issue for the SMC setudfiess where all studies results were
similarly and consistently highly efficacio®s The difference in measures of, in particular,
effectiveness and repeatability, were often desdrds proxy measures for the relative higher
“quality” and “strength” of the SMC evidence ba3ais is striking because by traditional
measures of judgement stemming from the EBP movernttenIPTi evidence base was at

least similar to evidence bases for other malagagntion and control interventiors
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The concern for strength and quality level overhafis Cash et al.’s concept of ‘credibility;
defined as reflecting the scientific adequacy eftdchnical evidence. While in political
debates there may be disagreement over which palitjtomes are most important, there is
agreement on the need to adhere to scientific goactice for any given piece of evidence
that may be utilized’. Parkhurst® suggests that a different way to look at or defjoed
evidence for policy’ is essentially to view it ggp@opriate evidence (i.e. policy-relevant
evidence constructed in ways that would be usefulform relevant policy concerns, which
are also applicable to the local policy contexdttis of high quality. He notes however, that
guality must be judged by the methodological pples relevant to the evidence base, as well
as adherence to broad principles of good sciergifctice. So in short, quality still matters,
even if the hierarchy of evidence, with randomiseditrolled trials (RCTSs) at or near the top
23 does not always provide the definitive measurguality, or even of certainty, as
evidenced by the IPTi group of studies. Unlike WRfTi, the SMC set of studies had a
consistently large effect in all its study si®és> Many interviewees seemed to conflate
consistency with certainty, which in turn might bawlped the evidence base for SMC

appear “stronger” and of higher quality comparetPtDi.

This perception of “strength” might have been coomuted by the fact that the SMC study
sites in the sub-Sahel region of Africa were alsoroposed implementation sites for the
SMC policy, which resulted in an unusual situationthe TEG to consider — the evidence
base they were reviewing had both high internaleddrnal validity, which as several
interviewees pointed out, made making a positiMepoecommendation an easy choice and

a relatively straightforward process compared fa.IP
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Some interviewees found the quality of both evidelbases to be comparable, with some
even suggesting that the evidence for IPTi wastépetlue to the volume of data.
Nevertheless, the “quality” of the evidence seemoduk less of a concern, or more of a
secondary consideration, when the size of thevatgion effect was large. In the case of
SMC, studies showed that it had a 75% protectifecein children’®, compared to a 30%

protective effect in infants for the IPTi set ofidies®”.

| think that the evidence probably is comparabléeirms of quality and the study
design carried out. The IPTi studies were all daneording to [Good Clinical
Practice] standards. Every effort was made to hidwese be comparable to what
would be required for studies done for drug apptov@uite frankly, I think the SMC
studies were not done, necessarily, to that stashtat here the difference between
the sort of controls and the impact was sufficketdarge that people didn’t question

the validity of the evidence. — Kl23

Many of those involved with the policy decisiontfedat, unlike with SMC, IPTi didn’t do

what it was supposed to do, which was demonstnatdttsaved the lives of infants.

There are two things about evidence. One is tladitgyof the evidence itself and the
other is the result. | think the quality of thedmnce for both IPTi and SMC were
pretty good...The thing about SMC that impressedsranautsider was that the
studies were done in a large scale; they were dgparently well; and the effect was
large. The more uncertain the effect, the moresitbere are for arguments and
concerns, and so on. So [SMC] had the advantadggawahg a bigger effect than IPTi.

- KI51
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One explanation for this difference in resultshiattthe SMC portfolio was designed for one
(highly seasonal) transmission setting, versus,I®Mich covered a range of transmission
settings to, in theory, help with policy uptakeor fhe SMC studies, they appeared to be
designed with consistency in mind, in order towilia complete package of policy-relevant
results. This lead to the perceived level of ewadebeing high. This is ironic, since
delivering a complete and robust package of reswdtsthe explicit purpose of the IPTi

consortium.

Well I think the evidence base on SMC was morestobMore coordinated, and what
| mean by coordinated is that they used similat@cols in several sites. So | think
the SMC group, or the IPTc group then, they sefraum the outset to try and
answer... they designed studies to answer the pmliegtion. So in that way they
were able to influence the kind of data they getegldecause they asked the right

questions. — Kl42

3.3. Policy relevance

SMC researchers asking the “right” questions isesrte that came up often in interviewee
responses. In fact, in comparison IPTi was oftestdeed as “the wrong drug, at the wrong
dose, at the wrong time” to the extent that respantb this pervasive belief was part of a
Q&A briefing pack prepared for Consortium spokegpedollowing one of their Lancet
publications®, In reality, the programmatic feasibility of IPWias recognised as being
extremely important by the IPTi Consortium. Thegaoperational study in six African
countries led by UNICEF and the community effeatiees study in Southern Tanzania
explored operational issues and how IPTi would weitkin the existing health system.

Results from Tanzania showed that overall IPTi safe, affordable, acceptable and possible
14



to deliver within the existing health syst&ff2 While these findings were examined by the
third WHO TEG, and probably contributed to the dam to recommend IPTi, various

respondents still expressed concerns about implextiem

From WHO's perspective, the operational feasibibityan intervention was reported to be as
important as its effectiveness and safety. For @t@nelear guidelines to country programme
managers were and still are considered to be ¢rifidO and some other respondents were
uncertain as to how IPTi could be implemented anditored in view of the local
heterogeneity of countries’ epidemiological prafiend the need to disaggregate their policy
to subnational levels. WHO guidelines had to take intocamt the limited capacity of many
national malaria control programmes, particulatlyhe district level. Although such issues
were not specific to IPTi (they also apply to indoesidual spraying and SMC among others),
the actual relevance of IPTi was also questionembimtries where its delivery mechanism,
the Expanded Programme on Immunisation (EPI) cgeeveas low, or malaria seasonal, as

IPTi would have a very small effett

Perhaps more importantly in terms of implementatsmme interviewees suggested that IPTi
was of middle to low priority in Ministries of Hel This suggested that the timing or
circumstance for introducing IPTi was not seenrgent. Some suggested that this was due to
the Global Fund review which was happening atithe,twhich therefore resulted in a lack of
resources to implement IPTi. In comparison, SMC p&seived to have benefitted from the
momentum of a relatively quick endorsement by the& MPAC, and a surge in

implementation funds made available by UNITAID.
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SMC, in comparison to IPTi, was described as hakliigber “practicability” and
“generalisability” beyond just a research settifilgis also seemed to contribute to the

“strength” of its evidence base.

| think the evidence base for SMC is pretty strohgiean there are a number of
really quite convincing and sufficiently large seeglthat show major impact. | mean
you’re always concerned with, | think, a numbethifigs; one is the size of the studies,
the consistency of the results, and the scale padat) and that'’s the first step.
Obviously you're then concerned about the practildgbbecause there it's quite
possible to have an intervention which is in a oolfed setting, demonstrably
effective, but it may simply not be practicalhink SMC has the advantage of firstly,
it's got a good evidence base; the studies [hau#fj@gent numbers, are sufficiently
large, and showing really major impact, and certgisome of the studies have been
conducted under conditions which would allow yoalteady extend it to the idea
that this could be applied in a [real-life] settimgther than a small-scale research

study. - KI34

In fact, for IPTi, this lack of generalisability pgars to have contributed to the study results

seeming to appear not as “good” or relevant.

One of the problems with IPTi, is that when thedtde [first] study in Ifakara, it was
an intense transmission setting, when they diditd the same study published how
the transmission went down over five years. Sadt) what [they] found five years

ago, may not be there now, because the transmifisigoing] down.- KI32
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The reasons for the difference in generalisabdigy varied, and among the explanations that
were offered by interviewees was the differencaga group and banding (targeting infants
less than nine months for IPTi versus from sixixtyanonths for SMC), and also study
location. The SMC studies were focussed only imsa highly seasonal transmission
(basically a geographical band across the widasigb@\frica, just under the Sahel desert)
whereas the goal of the IPTi studies was to bergésable to all of Sub Saharan Africa,
which has far more variability in malaria transnoss(year-round versus seasonal
transmission), sometimes within the same counifilyis, in hindsight to those involved with
the IPTi studies, made generalisability difficultedto the (unsurprising) variability in results,
compared to the (also unsurprising) relative homegg of the SMC study results due to the

homogeneous transmission settings.

By conducting the SMC RCTs in the very countrieerehthe intervention, if successful,
would be eventually rolled out, the SMC researchetped ensure that their studies had good
internal as well as external validity, and thairtipertfolio of research as a whole, despite
having some weaknesses such as no pre-existingedefnechanism, answered a wide

enough range of useful questions to policy makeasit would be considered relevant.

3.4. Legitimacy of process

At the time of the IPTi Consortium, the evidenceiea/ process at WHO-GMP involved the
assessment of evidence by a series of committebBeaent levels — the TEG, TRAC, and
STAG*. Interventions involving vaccines (such as IRWhjch was to be delivered through
the EPI programme) also need to be endorsed b$gttategic Advisory Group of Experts
(SAGE) which serves as the high level evidencesatyibody of the Department of

Immunisation, Vaccines and Biologicals (IVB) at WHOIn contrast, by the time for
17



evidence review of the SMC set of studies in 2@ht, benefiting from a restructure that was
intended to make the policy process more “transparesponsive, and credibl&®, there

were just two levels — the TEG and the MPAC whiwh TEG reported to.

3.4.1 A difference in expectations and framing

One marked difference between the policy procefsseSMC and IPTi was that the SMC
researchers did not have the expectation (norrésspre of an explicitly stated goal) of a
rational policy process. In the proposal sent ®BMGF in 2003, the researchers who would
later form part of the IPTi Consortium stated “thaluation of IPTi should proceed ...
rapidly ... if results of the early morbidity stediare consistent ....” (p. 149 It was clear

that there were high expectations that IPTi knoggettansfer would be quick and that “...by
the end of 2005 it may be possible to make a pstcpmmendation on IPTi.” (p. 15)
Further, there was consensus at the time amomgeafibers of the Consortium (researchers
and policy makers) that the process from researgolicy should be rapid: “UNICEF and
WHO are prepared to provide the necessary techaimzhpolicy support to enable

programme implementation as soon as the relevéorniation becomes available.” (p. %)

It was thus planned that policy engagement wolkdd fdace alongside the process of
generating the evidence on IPTi. A strategy wassaeMknown within the IPTi Consortium
as ‘the green lines’) which set out a clear scheethat by 2006 the Consortium would have
generated a substantive body of evidence on8FT (efficacy, EPI interactions, community
effectiveness, costing, acceptability, rebound, imology, safety and drug resistance) to
inform a policy recommendation; and that by 2008auld produce further scientific
evidence on IPTi as related to the above areasdig other drugs than $P One

interviewee later recalled:
18



Now where the IPTi consortium went wrong was thate was this day which was
called the “green line” where we all go to it witlll our evidence, and then the policy
decision to implement IPTi would be made, but ofse the reality is that the
evidence would be considered and then a decisiol®Tia policy would be made. But
it wasn't really figured out like that. It was tiged out that the “green line” meant
green for go, and IPTi would be recommended, affd Wbuld be implemented. And
| think that that was really the biggest error, glhrsupposition that the data would

support a decision to go ahead. — Kl44

3.4.2 Conflicting agendas

Supporting a decision to “go ahead” was the redlsenPTi Consortium was designed to
draw on its strengths as a group of researchardefis and policy makers to support, analyse
and synthesize the findings from a number of stid@ross various disciplines, and through
the Policy Platform to inform the review procesgé a global policy decisidfi. However,

the Consortium was made up of actors from diffenestitutions with different primary
objectives ranging from a focus on science to aeonwith delivering programmes and
agreeing global malaria policy. One thing they aichave in common though were high
expectations that IPTi knowledge transfer wouldjbiek and that a policy recommendation
would be possible without complicatiéh Unfortunately, perceptions of the IPTi Consortjum
in addition to contestation over the evidence fifgshtl appear to affect how the evidence was
viewed. This appears to have led to the percemtidtwo sides” pitted against the other.

One IPTi Consortium member summarized:
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It was bad. Aggressive from some of the researchggressive from some members
of the BMGF, an aggressive push back from WHO,riexer seen anything like it

before. Everyone seemed to rally on the two siek€kl9

There was a tension within the research commusityell. Some IPTi Consortium members
were strongly committed to contributing to publealth by reducing malaria morbidity and
mortality and this included a clear engagemenihéolicy process. Others felt, however,
that scientists had to stay neutral and focus endbearch. Still others in the Consortium
were torn between science and advocacy, feelingpetied to generate robust evidence and

also responsible for acting upon the policy process

Although these tensions were less of an issue witte SMC policy process, many SMC
researchers also echoed these mixed views abotdléhef researchers, and where exactly
they should step into the part of the policy depelent process that involves some level of

advocacy.

You try to make sure that the key people know abaut that's by having a meeting
or a symposium. Taking that any further, I've apgdeen on the side that
investigators shouldn’t become lobbyists, and swahebody else should do that. You
may need a lobbyist, but those are different pedp#houldn’t be the investigators
who did the trials...they may be asked to help, butshouldn’t have one of the key

investigators initiating that process. — KI29

It would appear that the perceived overt advocacydme IPTi Consortium members, a role
not congruent with how ‘good’ scientists shouldsleen to behave within their epistemic

community, caused this set of actors to lose teirctural power and so undermined their
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legitimacy within the IPTi policy development pr@se This was a consistent reflection

across the various groups of interviewees — furmgsearcher, and WHO staff.

| think clearly a problem [was] that WHO perceivénd IPTi Consortium as being a
mixture of investigators and advocates, and witteoalear separation of those. So
they saw this group as putting evidence forward ahdocating strongly for
implementation, for adoption of policy and implema¢ion of IPTi. In fact, | think, in
some ways the Consortium was perceived more asatbgthan as sort of
independent, unbiased investigators and so thaturslthe way things are looked at.
If you think these people are flogging something #ney’ve got lots of biases, then
surely their data is biased and they're not reviegli.. For example, they may not
have done the studies well enough to be sure lilea¢ taren’t adverse reactions. That
was a big issue. You could ask “Really? Did youlyeset things up so you picked up

the signals?” —KI23

In comparison, the researchers who were part c5M€ studies were perceived to have
played their neutral role - a form of their struedyoower - which helped maintain their

legitimacy.

Many people, including myself, perceived and litked the [SMC researchers]
behaved the way that you expect scientists shallduve...they really saw the various

sides and carefully looked at the various anglddlje research question]. —KI35

Reflections like these were common; the lack ofpuee and, as a result, conflict during the

SMC policy development process was considered byrkay informants to be its positive
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defining feature, in contrast with what was vievilgdmany as almost ‘par for the course’ for

IPTi and its seeming legitimacy undermining misstep

A big perceived misstep was the creation of the FRlicy Platform, which was part of the
Consortium, but also part of WHO-GMP One of its first actions was to support the
independent TEG held in 2006, but when the repdrotential serious adverse events were
made, the WHO staff who were part of the PolicytfBlan were caught between strongly
convinced Consortium members and uncertainty asafety from researchers and
programme managers within and outside the Consortiiuappears that a key assumption in
the original concept of the Policy Platform turred to be mistaken — that the IPTi
Consortium-WHO cohesion would remain high, and thatPolicy Platform would direct the
policy development process rapidly towards a deni&i In reality, the Policy Platform was
unable to negotiate the tensions over the disyirttitferent expectations of the various actors

involved.

In retrospect, many key informants felt that théidydPlatform was a strategic mistake, and
that WHO-GMP should never have been part of the Gdhsortium let alone home to its
policy pushing platform; that this was a confli¢timterest and detracted from the legitimacy

of the process and the independent ‘balancingtlaat’'is a WHO policy recommendation.

There was one WHO staff member who was put orPthigoroposal as part of the
Consortium. Later on, this wound up raising questiabout whether one should have
someone as part of a consortium who is part ofribtution that will be judge and
jury of the evidence being generated. Does thatthlose lines too much? | have to
say that | have probably changed my view of that tmme. | remember at the time

being indignant that how could WHO have agreedagart of the consortium, and
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then later reversing its position and claiming tltawas not right for WHO to play

that role. Now that | have spent time at WHO, anderstand the importance of the
independence of that evidence making process, lumalerstand those concerns. And
| think that it probably is not a good idea to has@meone as part of a consortium
who is part of the agency that is convening theewie review process; some
separation is necessary. It doesn’t need to beeavéll. There can be a dialogue, but
you can’t have that person be part of the grougeyrheed to be having regular
exchanges with the group and helping to steer dinea$ evidence base that’s required,
but not be implicated as part of that group. hthihat is an important balancing act.

-Kl139

This was not a mistake repeated for the SMC sstugfies. Not only was there no irate
consortium to deal with, and it would appear, nerbpolicy agenda, WHO-GMP was the
one positively viewed as a ‘hands on’ partner, ingdbr informal consultations between
2009 and 2010 when SMC researchers were collegtpreparing their dossier for evidence
review by the TEG. This was not perceived to berdlt of interest by WHO-GMP rather
that it was in everyone’s interest to make the gsscsmooth while still maintaining

institutional integrity via independence and traargpcy.

For IPTI, it did not seem like a clear processséemed a bit cloak and dagger, or that
events were taking place in a smoky dark room. § nexs no transparency as to how
the process was supposed to be conducted. Foetmv of SMC, the fact that the
Malaria Policy Advisory Committee had been convaneltransparent way, that
everyone was aware who was on it, that there wear ¢erms of reference for the
committee, that the Director General had signedafthe process, | think gave a lot

of credibility in advance to the process, whicleally important. If people coming
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into an evidence review have no idea what to expecidea what the steps are going
to be, no idea who ultimately is making those dewess then | think the process is on

the rocks before it even gets going. —Kl44

It would appear that during the SMC policy devel@mnprocess, WHO-GMP was able to
fulfil its own ideal notion of structural and leigitate power, without having to defend itself
against other actors as it felt forced to do duthegIPTi process. By maintaining its power
during the SMC process, WHO-GMP appears to havetaiaed its legitimacy as a global
health policy actor, which helped maintain the tiegacy of the policy development process

itself.

4. Discussion

In the case of IPTi and SMC, the factors that apfeehave edged the SMC evidence base
over the evidence base for IPTi was that it wasnaltely more relevant to the question being
asked by the TEG, with the perception of its reatjuality as an intervention being boosted
by the size of its effect (the large drop in moityidand the high consistency of the results in
the various study sites. The study findings alsygsst that the breakdown in consensus and
trust in the policy process, due to the perceiviadds and conflicting agendas of the actors
involved, might have led to the perception of a kve@dence base and policy for IPTi, in
comparison to SMC. The contestation around thé pBlicy process appears to have

contributed to negative perceptions of its polieyue.

However, contestation, as a form of deliberatiot @nsensus building, is not necessarily a
“bad” thing, particularly when built into ‘institidnal arrangements’ that ensure governing

processes reflect deliberatiéfh Indeed, some scholars have seen the need foedation as
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particularly important when public policy relies dalegation to expert advisory bodies, such
as MPAC, that serve to provide scientific advieé&® Institutional approaches in the policy
sciences recognise that institutions can be thooighot just in terms of formal structures, but
also the rules that shape how decisions are madeeglaas the established practices or norms
in existence that further direct outconiés$® In the case of IPTi and SMC, it appears that
transparency of the evidence consideration ana@yataking steps was more critical, and

potentially more important, than achieving consensu

A number of scholars reflecting on the balance betwscientific expert advice and
democratic principles such as transparency drath@mvork of Jirgen Habermas, a social
theorist who is particularly known for his discusss on the importance of democracy and
deliberation within the ‘public spac®’. The atypical ‘technocratic model’ of the relatsbip
between science and policy, which can supressatalion and debate in deference to expert
rationality, reflects some of the core objectiogshtics of the EBP movement who are
concerned with the depoliticisation of decision mgK®. In the case of IPTi, it seemed that
in their attempt to depoliticize decision makingTl researchers inadvertently ended up
politicising their evidence base, raising objectiovithin the global malaria community. This
tension between a desire to achieve the best pessibial goals from a body of evidence,
and respect for a democratic decision making psyaeas to the core of the question of what
constitutes the ‘good use of evidence’ when a désiavoid technical bias and maximise the
potential of evidence to achieve social goals rasgsoliticisation and a trend towards
technocracy and rationality, in what many argueesitably, and perhaps even appropriately,

an irrational proces$.

IPTi was introduced as an innovation that was esiétstically pursued by a group of

committed public health practitioners and reseaschad internally framed along the lines of
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a rational approach. The Consortium’s idea of ‘plag ahead’ underlined the proposal to
BMGF which included a clear schedule (green lirreg) a Policy Platform to facilitate the
policy making process of generating the evidente Tonsortium members believed that
more evidence delivered in a timely way would padaipolicymakers to recommend IPTi.
However, over time, as IPTi was questioned, thisrimal expectation and framing of IPTi
gave way to a breakdown in consensus and a diffpatrayal of a battle between those who
set boundaries between science and advocacy, ase Who believed scientists had a role in

promoting the findings from their research.

In contrast, the SMC policy process was never vieasga battle between the actors involved;
the policy process was viewed as open, inclusive teansparent, which was WHO-GMP’s
intention of what a good policy process should lbké& when it formed MPACS. Efforts of
these kinds — active communication via open acecesting reports, open consultation and
participation in meetings, and transparency througthe evidence-utilisation process, for
example by making all MPAC meeting background doenis available onlin® — may have

contributed to WHO-GMP and MPAC'’s legitimacy duritigg SMC policy process.

5. Conclusion

In the case of the policy processes for IPTi and_SMe findings show that ‘good evidence’
from a purely technical perspective, though impatstevas not sufficient to ensure universal
agreement and uptake of recommendations, evenrvathighly technocratic body such as
the WHO-GMP. The findings suggest that evidence ateded to be relevant to the policy
guestion being asked, and technical actors retar@uhcern over the legitimacy of the
process by which technical evidence was broughetw in the policy development process.

Cash and colleaguésindings from the field of sustainable developméhnat evidence must
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becredible, salienandlegitimateto be accepted by the public, appears to equapilyap

within expert technical advisory bodies.

While the WHO has principally focussed on technarékria for evidence inclusion in its
guideline development processes, the study of tRA®Isuggests that the design and
functionality of evidence advisory bodies must asable transparent, responsive, and
credible processes of evidence review to ensusethedies are effective in producing advice

that engenders change in policy and practice.
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