A conversation with Dr. Ebenezer Sheshi Baba and Madeleine
Marasciulo, November 9, 2016

Participants

e Dr. Ebenezer Sheshi Baba - Africa Technical Director, Malaria Consortium

e Madeleine Marasciulo - Head of US Business Development and Global
Case Management Specialist, Malaria Consortium

e Josh Rosenberg - Senior Research Analyst, GiveWell

Note: These notes were compiled by GiveWell and give an overview of the major
points made by Dr. Ebenezer Sheshi Baba and Ms. Madeleine Marasciulo.

Summary

GiveWell spoke with Dr. Baba and Ms. Marasciulo of Malaria Consortium as part of
GiveWell's review of Malaria Consortium's work on seasonal malaria
chemoprevention. Conversation topics included Malaria Consortium's work on
seasonal malaria chemoprevention, results from recent coverage surveys, planned
changes to coverage surveys in the future, and past research and development of
Malaria Consortium's programs.

Malaria Consortium's seasonal malaria chemoprevention work

In addition to other types of work, Malaria Consortium supports seasonal malaria
chemoprevention (SMC) programs in seven African countries in the Sahel. Its SMC
programs involve community health workers (CHWs) delivering a combination of
sulfadoxine-pyrimethamine (SP) and amodiaquine (AQ) to children under 5 years
old.

One monthly course of sulfadoxine-pyrimethamine plus amodiaquine (SP+AQ)
consists of:

= 1 tablet of SP given once, and

= 1 tablet of AQ given once a day for 3 consecutive days

1 SP tablet
+ 1 AQ tablet 1 AQ tablet
1 AQ tablet

e

/ Al

'.\ -{-'. __."

SMC is delivered by CHWs either at a fixed location in the community or via door-to-
door delivery, which may include visiting multiple households in a compound or
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individual homes. The CHW observes children taking the first dose of SP+AQ, and
gives their household caregiver two more tablets to be taken on the following two
days.

CHWs performing door-to-door drug delivery tend to treat several children in each
household. In practice, children from many households in the same compound are
usually treated at the same time. If the children are living in a compound, they will
line up in a courtyard to receive the first day of SMC drugs and to be observed for
the subsequent 30 minutes so that the CHW can verify whether any of the children
vomit and need to be given a second dose.

CHWs conducting door-to-door delivery typically work in clusters of pairs
supervised by a health worker. In each pair, one person is responsible for eligibility
assessment, educating caregivers about how to administer the next two tablets, and
giving messages about malaria prevention and when to seek medical care, and the
other is responsible for preparing the drugs and completing data forms. While the
first CHW is educating the caregivers, the other conducts the 30-minute observation
of the children. At fixed sites, a third CHW conducts the health education activities
and observations.

Addressing the risk of vomiting
Switching to dispersible tablets

AQ tablets available prior to 2016 were hard and required crushing to a fine powder
and dissolving with water before administering. Children sometimes vomited after
taking the hard tablet formulation of AQ because it has a bitter, metallic taste that
causes some children to gag and spit up the tablet. Adding sugar to make the taste
more palatable helped to some extent, though in some communities people were too
poor to have sugar, and in some cases sugar was not sufficient to mask the taste of
the tablet. Additionally, children sometimes rejected swallowing the medicine
because too much water was added to dissolve the tablets, which increased the total
volume of liquid and made it difficult to swallow. In other cases, CHWs forced the
child to swallow the medicine by holding the child’s head and neck back and
pinching their nose. The training conducted in 2016 reinforced the proper way of
sitting the child upright before giving the medicine.

In 2016, some Malaria Consortium-supported countries switched to using the newly
approved dispersible formulation tablets, which are sweetened and have an orange
flavor that completely masks the taste of the AQ. These tablets can be dissolved on a
spoon with a small amount of water and put in the child's mouth. The dispersible
formulation has been shown to be significantly better tolerated, and as a result,
there have been fewer cases of children vomiting.

Due to some delays in production and distribution of the dispersible tablets,
including delays related to getting the dispersible tablet shipments through tariffs,
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some Malaria Consortium-supported countries distributed hard tablets in the first
cycle in 2016. This was the first year that dispersible tablets were used for SMC, and
Malaria Consortium-supported programs plan to use these tablets exclusively in the
future. Because this is a new formulation, countries' import authorities view it as a
new drug and require that it go through the pre-registration process before use.
This issue and other production and distribution issues have now been addressed.

Protocol for addressing vomiting

Malaria Consortium’s protocol for addressing vomiting after taking SP+AQ
recommends the following practices (based on World Health Organization
guidelines):

e On the first day of treatment under direct observation by the CHW, if the
child vomits SP+AQ completely within 30 minutes of administration, one full
dose of SP+AQ is repeated. If the child vomits the second dose, no further
doses of SP+AQ are given and the mother is given two tablets of AQ to take
home.

e [fthe child vomits AQ on day 2 of treatment administered at home, the
mother is instructed to wait 30 minutes, then give the day 3 AQ tablet. If the
child vomits the second tablet as well, another dose is not given.

e Ifthe mother has given the day 3 tablet of AQ on day 2, she should go to the
CHW's home (or, in some cases, to a health facility) and request another dose
of AQ to give the child on day 3.

e CHWs are instructed to keep a supply of extra drugs for a period of 5 days
after the end of the distribution period (which lasts 3-4 days in most
countries) and to keep track of who was given an additional dose. After this
period, they return the leftover supply of AQ to either their supervisor or the
local health facility. A supply chain drug reconciliation form is used to record
who received extra doses of AQ.

Monitoring the work of the CHWs

CHWs use a job aid that includes a sequence of questions and drawings to ask the
household caregiver. Supervisors monitor a subset of CHWs during each cycle to
ensure that they are asking all of the questions on the list and correctly following
procedures for determining eligibility, drug administration, and, if needed, referral.
The supervisors use the SMC competency checklist while observing the CHWs to
ensure that their performance meets quality standards. The checklist is also used by
the supervisors to give CHWs performance improvement feedback and to complete
their Supervisor End-of-Cycle Report.

Recording treatments using an SMC card

Each child participating in Malaria Consortium's programs receives an SMC card the
first time they receive treatment. The CHW then ensures that the first dose for each
3



cycle is registered and writes the date of the first dose on each SMC card. Most
CHWSs know how to write, so literacy has not been a major issue in recording the
dates on the SMC cards. In cases where the CHW does not know how to write, this is
usually not a problem because the date of the first dose in each cycle is typically well
known.

It is not expected that all household caregivers are able to write, however; the
second and third doses, which are given by the household caregiver, are therefore
marked on the SMC card by a cross or tick mark (depending on the country).

Results from recent coverage surveys
Observing the first dose

While Malaria Consortium's quality assurance process requires CHWs to directly
observe children to verify that they have ingested the first dose of SP+AQ, there
have been some instances in which CHWs handed the drugs to the individual, but
did not verify that they were swallowed. In some previous SMC projects in Katsina
State, Nigeria, this was more likely to occur during fixed-point deliveries due to the
large number of individuals congregating in a single location. In most countries
where SMC is being implemented through Malaria Consortium'’s program,
approximately 80% of children are now treated at their households via door-to-
door delivery, which has significantly reduced the number of instances in which
someone does not take the first dose. Additionally, introduction of the easy-to-
dissolve dispersible formulation has significantly improved ease of drug
administration.

The frequency of these instances is determined using post-distribution summaries
of supervision checklists, which are included in the end-of-cycle reports. In places
where these instances are identified, Malaria Consortium ensures that there is some
corrective action, such as retraining CHWs .

Challenges and improvements
Unstable denominator

In some districts, a strong demand for SMC resulted in an unstable denominator in
the surveys. Some individuals moved from neighboring districts in order to be able
to participate and moved back to their home districts at the end of the treatment
cycle. These individuals were not captured in coverage surveys that were conducted
later because they no longer lived in the treated district.

Migration patterns

In certain areas, the surveys observed migration patterns that had not previously
been described, which were largely due to agricultural practices. Malaria
Consortium returned to these areas to do more qualitative exploration to learn
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about the causes of this migration. On the basis of these explorations, Malaria
Consortium put together the following list of improvements to its intervention and
measurement methods, which it implemented during the 2016 transmission season:

e Adjustments to implementation guides to accommodate mobile populations,
including pre-planning for the set-up of mobile fixed distribution sites.

e Synchronization of the implementation phase across multiple districts and
international borders to limit incentives for movement of individuals to
access SMC services.

e Mapping of, and pre-engagement with, established migrant populations
(such as pastoralists) through existing umbrella associations to ascertain
established routes in order to provide mobile fixed point delivery locations
to cater to the needs of these individuals.

e Rapid post-cycle surveys, which are implemented in the first and third
treatment cycles as a quality assurance measure immediately post-cycle to
identify missed households. This was also used as an additional data point to
triangulate and validate the findings from coverage surveys that are
conducted at the end of the transmission season.

Accuracy of coverage survey results

There is typically a difference of 15-20% between the administrative coverage data
recorded by CHWs and the coverage results reported by surveys conducted by the
London School of Hygiene and Tropical Medicine (LSHTM). The former consists of
programmatic delivery data and does not define a denominator. Therefore it tends
to inflate the reported coverage rate by including data for individuals from outside
the catchment area who come in to receive care.

Using rapid mini-surveys to increase accuracy of coverage reporting

The coverage survey results demonstrate a progressive decline in cumulative
reported coverage rates across the four cycles of SMC implemented during the year
(i.e. not everyone who reportedly received treatment in the first cycle was reported
to receive treatment in all four cycles). In order to determine the extent to which
this reported decline in cycle-to-cycle coverage was accurate, Malaria Consortium
began including a rapid mini-survey at the end of the first and third cycles of the
intervention. These surveys are intended as a quality assurance process to explain
discrepancies in the data by determining, for example, the effects of recall or loss of
the SMC card on the reduction in reported coverage. Malaria Consortium also used
these surveys to determine whether participants took all three days of treatments in
each cycle and used this information to revise its approach and its supervision
process to address treatment gaps that were identified.

The rapid mini-surveys are run by Malaria Consortium using tools and
methodologies developed in collaboration with LSHTM as part of its cohesive
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monitoring and evaluation framework. Malaria Consortium has facilitated and
implemented these surveys along with representatives of the ministry of health in
the countries where it works.

Blister pack surveys

Malaria Consortium has begun conducting
surveys of the used blister packs in which
people receive the drugs in order to verify
rates of completed treatment cycles (i.e.
whether or not the tablets are still in the
blister pack) and to check for consistency
with the information recorded on the SMC
card. All blister packs will have the first
dose of SP+AQ already removed at the
time that they are given to the child's
caregiver.

The blister pack surveys found that over 90% of children who received the first
dose of SP+AQ by directly-observed treatment also took the second and third doses
of AQ. This was higher than what was found in the review of home records during
the coverage surveys; the information reported on SMC cards had a somewhat
higher rate of reported non-compliance for the third dose.

Beginning in the last cycle of the 2016 intervention and in all future cycles, mothers
will be instructed to keep the blister packs as proof that treatment was provided.
Malaria Consortium plans to include blister pack surveys as part of all future
coverage surveys because they offer an additional useful source of information.

Changes to coverage surveys in the future

In the future, coverage surveys will include all three methods of collecting
information that have been used so far: checking the information recorded on the
SMC card, checking the used blister pack, and asking the caregivers to recall
whether the child took the drug. Due to behavioral factors, some of these methods
may work better than others in certain settings, so it seems valuable to continue to
collect data in all of these ways. Where possible, Malaria Consortium will use the
used blister packs as confirmation that the individuals have taken the drugs, rather
than using the SMC card as the primary source. Malaria Consortium will also
continue to monitor the discrepancy between the information recorded on the SMC
cards and number of tablets remaining in or missing from the blister packs. It also
seems useful to continue using SMC cards in order to keep a household record,
because people are less likely to discard the cards than the blister packs at the end
of the SMC round.



If blister packs are being used as proof that children were given the home doses of
AQ, it is possible that a caregiver who wants to look compliant, but is skeptical of
SMC drugs, may empty the blister pack but not give the tablets to the child. This is
one reason to triangulate the results of multiple monitoring methods. Malaria
Consortium is looking to incorporate more reliable approaches to data collection
into its model, but is also conscious of the fact that its monitoring methods need to
be scalable and need to have the potential to be handed over to the ministries of
health. Some ideas have been suggested, such as using intelligent blister packs that
record the time they were opened and/or change color when they are opened.
Malaria Consortium is exploring these ideas while trying to find ways to keep costs
manageable. It is considering testing these methods on a small scale during the next
transmission season, but has not yet begun doing so. These methods would be
introduced as part of the quality assurance process to increase Malaria
Consortium's confidence in its large-scale delivery process.

Past research and development of Malaria Consortium's programs
Testing the SMC card as a way to measure coverage

Before beginning to use SMC cards to measure coverage, Malaria Consortium pre-
tested the use of the cards in different countries and modified the design of the
cards based on feedback from these tests. Once a final version was created, Malaria
Consortium used monitoring tools to test the card's efficacy as a means of
measuring coverage during its project in Katsina State, Nigeria, which was a smaller-
scale intervention in a more controlled environment than its current programs. In
this context, the cards seemed to give a good sense of the rates of completion of the
treatment regimen. However, Malaria Consortium staff recognize that there are
limitations to this approach, which is why they began using the rapid assessments
that are currently being used.

Supervision process in Katsina State

In order to determine whether SMC cards were representative of coverage in its
program in Katsina State, Malaria Consortium conducted structured observations in
the field immediately after each cycle. Supervisors visited households with a
checklist, looking at specific responses on the SMC cards, asking individuals to
confirm whether they had taken the two subsequent tablets of AQ or not, and, where
possible, checking the blister packs. However, not all individuals had been informed
that they needed to keep the SMC blister packs, so Malaria Consortium was not able
to do all of the relevant cross checks. Going forward, Malaria Consortium will ensure
that this information is communicated in advance of the intervention.

Supervisors’ work was spot-checked by higher-level supervisors. Malaria
Consortium gathered the supervisors' checklists at the end of each cycle and
consolidated the findings, which included information on the SMC card, the blister
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packs, and individuals' responses to survey questions. Malaria Consortium
conducted a focus group with the supervisors to discuss and explain the findings.
Consistency between the responses on the SMC cards and other checks increased
Malaria Consortium's confidence in the representativeness of the cards.

Tools for household registration

In its discussions with the ministries of health and in the process of rolling out its
programs in-country, Malaria Consortium looked for existing household registration
tools already in use in the same geographical areas as its programs. In some areas, it
took advantage of existing household registers used in other programs (such as
nutrition, integrated community case management, and neglected tropical disease
programs) in order to adapt and simplify the tool it developed. Malaria Consortium
also pre-tested the household registration tool to help simplify its design.
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