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Ancillary Care in Community-Based Public Health
Intervention Research

| Maria W. Merritt, PhD, Holly A. Taylor, PhD, MPH, and Luke C. Mullany, PhD, MHS

Community-based public
health intervention research
in developing countries typi-
cally takes place not in clinics
but in people’s homes and
other living spaces. Research
subjects and their communi-
ties may lack adequate nutri-
tion, clean water, sanitation,
and basic preventive and ther-
apeutic services.

Researchers often encoun-
ter unmet health needs in
their interactions with individ-
ual subjects and need ethical
guidelines to help them de-
cide how to respond.

To what extent do re-
searchers have an ethical ob-
ligation to provide ancillary
care—health care beyond what
is necessary to ensure scientific
validity and subjects’ safety?
We discuss a case example
from Nepal and propose a sim-
ple 2-step sequence of ques-
tions to aid decision making.
(Am J Public Health. 2010;100:

211-216. doi:10.2105/AJPH.
2009.168393)

PEOPLE LIVING IN LOW-RE-
source settings around the world
suffer disproportionately from
preventable or treatable condi-
tions, including respiratory in-
fections, diarrheal diseases, mal-
nutrition, neonatal infections, and
complications of pregnancy and
childbirth. To alleviate the global
burden of disease, it is crucial to
develop and evaluate new ap-
proaches to the delivery of health
interventions in low-resource set-
tings. To this end, community-
based public health intervention
(CBPHI) research is designed to
assess the effectiveness of health
interventions delivered in the ab-
sence of advanced clinical facilities.
For example, a group of simple
preventive and curative newborn
care interventions, delivered to
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women in their homes by commu-
nity health workers, reduced neo-
natal mortality by 34%, as com-
pared with services normally
available in rural Bangladesh.'

In CBPHI research, by contrast
with similar efforts based in facil-
ities such as clinics, semiskilled
local community health workers
and data collectors typically carry
out research activities in people’s
homes and other functional living
spaces. (CBPHI research may be,
but is not necessarily, community-
based participatory research, in
which community members col-
laborate actively in all phases of
research, from the choice of ob-
jectives to the communication of
results.?) Host communities may
lack adequate nutrition, clean wa-
ter, sanitation, and basic preventive
and therapeutic health services.
CBPHI research workers therefore
often encounter unmet health

44. Heckman JJ. Economics of health
and mortality special feature: the eco-
nomics, technology, and neuroscience
of human capability formation. Proc
Natl Acad Sci USA. 2007;104(33):
13250-13255.

45. Schmidt U. Shepherding major
health system reforms: a conversation
with German health minister Ulla
Schmidt. Interview by Tsung-Mei Cheng
and Uwe Reinhardt. Health Aff (Millwood).
2008;27(3):w204-w213.

needs in their interactions with
subjects. For instance, pregnant
women invited to enroll in studies
of interventions directed at neona-
tal health outcomes may lack access
to basic antenatal care such as
micronutrient supplementation.

To what extent, and for what
reasons, do CBPHI researchers
have an ethical duty to respond to
such unmet needs on the part of
subjects in their studies?” This is
a question of obligations to provide
ancillary care. Ancillary care is
health care that research subjects
need but that is not necessary to
secure scientific validity in meeting
research objectives or to prevent or
redress research-related harms.*®
Ethical analysis of obligations to
provide ancillary care has focused
mainly on clinicbased trials.*~®
Here we extend this ethical analysis
to CBPHI research. After briefly
reviewing key elements of the
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current ancillary care discussion, we
outline 3 attributes that frequently
occur together in CBPHI research
and illustrate these attributes with
a case example from Nepal. We
propose a simple 2-step sequence of
questions to aid decision making
about the provision of ancillary
care, and we illustrate the practical
implementation of this sequence
through analysis of the case example.

ANCILLARY CARE AND
THE DUTY OF RESCUE

A positive obligation requires
taking active steps to help another
person, by contrast with the neg-
ative obligation simply to avoid
harming someone.® The authors of
a recent consensus paper listed
several arguments in support of the
conclusion that researchers and
their sponsors have “some positive
moral obligation” to provide or fa-
cilitate some ancillary care for needy
research subjects in low-resource
settings.**°"? We focus here on 1
argument that is considered funda-
mental but has been underanalyzed
to date: duty of rescue.

Richardson and Belsky, in an
article introducing the concept of
ancillary care as a distinct concern,
invoked the duty of rescue as an
elementary moral principle:
“[Elveryone has a duty to help
aperson who is in need and whom
no one else can help, at least when
one can provide the help without
serious sacrifice or risk.”4?2%
The duty of rescue is a general
obligation: it holds for anyone who
is present and able to respond, re-
gardless of whether the observer
has any special relationship to the
person in need. Accordingly,
whenever it is said of a particular
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case that the duty of rescue requires
researchers to offer ancillary care,
this means that they ought to do
so simply because they are in the
right place at the right time with
access to the needed resources.
Richardson and Belsky noted that
duties of rescue “establish a basic
orientation” for ethical deliberation
about what researchers owe to
subjects in practice.*P?% Yet the
exact application of the duty of
rescue to ancillary care remains
unexplored.® Our aim is to consider
how the duty of rescue as a general
obligation can guide decision mak-
ing about providing ancillary care in
the context of CBPHI research.

COMMUNITY-BASED
PUBLIC HEALTH
INTERVENTION RESEARCH

Three attributes frequently oc-
cur together in CBPHI research:
orientation of research goals
around disease prevention rather
than treatment, large sample sizes,
and community-embedded re-
search operations.

The goals of CBPHI research
are typically to evaluate a potential
biomedical or behavioral inter-
vention as an approach to the
prevention of disease and to gen-
erate new knowledge about its
appropriateness or value. What is
under study is seldom a new
compound or drug but typically
a simple, low-tech intervention
or service delivery approach
intended to prevent disease effec-
tively and inexpensively. Initially,
many CBPHIs are evaluated in
efficacy trials, in which the re-
search team attempts to carefully
control all or most aspects of de-
livery and implementation of the
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intervention. After establishing ef-
ficacy, the CBPHI may be further
evaluated in effectiveness studies,
to assess the overall population-
level effect of the intervention
under programmatic delivery.

Among the population of indi-
viduals eligible for participation in
a CBPHI study, the proportion
either symptomatic with respect to
the condition of interest or likely
to develop the outcome of interest
is often small. This frequently ne-
cessitates the accumulation of
large samples, on the order of tens
of thousands of individuals, nec-
essary to ensure sufficient statisti-
cal power.

The research goals and sample
size typical of CBPHI research re-
quire most studies to be embed-
ded in the daily life of host com-
munities in at least 2 important
ways. First, in addition to recruit-
ing subjects from the community,
researchers must hire and train up
to several hundred local workers
to carry out day-to-day research
operations. Second, study imple-
mentation often occurs not in
a clinical setting but in people’s
homes or other functional living
spaces in the community.

CBPHI study staff are likely to
encounter the health needs of
prospective or enrolled subjects
through several types of research
activity that require contact with
subjects: recruitment for study
participation, delivery of the in-
tervention (or control) under
study, and collection of data on
morbidity and mortality upon en-
rollment or during follow-up. In
addition to morbidities closely re-
lated to the condition under study,
workers might also encounter
a wide variety of miscellaneous

health-related conditions afflicting
subjects in and around their
homes (e.g., poor hygiene, malnu-
trition, infection, snakebite, etc.).

The homes of subjects and
nonsubjects alike are typically
clustered together in a village or
densely populated urban setting.
Research activities are publicly
visible on a regular, even daily,
basis. The arrival of a CBPHI pro-
ject worker at a household might
be a public event, likely to capti-
vate the attention of neighbors
and passersby who gather round
to look on. Project workers are
often readily recognizable
(through style of dress or identifi-
cation badges) as representatives
of the research project and may be
perceived as having privileged ac-
cess to scarce resources.

THE NEPAL NEWBORN
WASHING STUDY

The Nepal Newborn Washing
Study (NNWS) was a community-
based, cluster-randomized, placebo-
controlled efficacy trial of 1-time
chlorhexidine skin cleansing for
newborns.'® The study was con-
ducted in Sarlahi District, where
most people are impoverished. Ac-
cess to basic antenatal care, care
during labor and delivery, and
postnatal care for mothers and
newborns is limited at best.

The goal of NNWS was to esti-
mate the impact of a simple pre-
ventive intervention to save new-
born lives in a population in which
the vast majority of mothers
(>95%) give birth at home.
NNWS enrolled 17 306 mother—
infant pairs over 30 months.
Newborns were cleansed as soon
as possible after birth with wipes
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presoaked in either a 0.25%
chlorhexidine solution (interven-
tion; n=8519) or a water-based
placebo solution (control;
n=_8787 infants). All-cause mor-
tality by 28 days was the primary
outcome measure.

More than 475 local workers
carried out day-to-day research
operations in the midst of partici-
pating communities. Local female
workers, known as ward distribu-
tors, kept track of pregnancies in
the study area. Women were in-
vited to enroll in the study around
the time of their sixth month of
pregnancy. Upon delivery, ward
distributors performed the new-
born cleansing procedure in the
women’s homes.

A different team of study
workers trained in data collection
visited participants’ homes up to 11
times in the first 28 days after
birth. Data collection on new-
borns’ health during these visits
included measuring weight at
birth, taking the axillary tempera-
ture, examining the newborn for
skin and umbilical cord infections,
directly observing respiratory rate
and chest in-drawing, and record-
ing signs of sepsis, diarrhea, dys-
entery, tetanus, and other com-
mon morbidities, as reported by
the caretaker.

AN AID TO DECISION
MAKING

We propose a simple 2-step
sequence of questions to help
guide investigators and other
study team leaders in considering
the duty of rescue as they make
decisions about providing ancil-
lary care in the context of CBPHI
research. Step 1: What are the
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candidate needs for the duty of
rescue? Step 2: For which candi-
date needs might the study team
leadership appropriately bear

a duty of rescue?

It is of practical importance to
distinguish between needs that
study team leadership can antici-
pate during study planning and
ad hoc needs that community-
embedded study workers encoun-
ter while in the field. We propose
the 2-step sequence as an aid to
decision making for anticipated
needs. The prospective ancillary
care interventions selected by the
NNWS study team serve to illus-
trate our proposed 2-step se-
quence. Ancillary care interven-
tions planned and implemented
through NNWS standard operat-
ing procedure fell into 2 broad
categories: (1) preventive and cu-
rative interventions for pregnant
women encountered during re-
cruitment and referral and (2) basic
advice for the care of newborns.

Candidate Needs

What makes a particular health
need a candidate for the duty of
rescue? Relevant factors include
seriousness (severity or urgency or
both) and susceptibility to reme-
diation by means that are clearly
identifiable at the level of individ-
ual action.! The term “rescue” in
ordinary usage connotes emergency
situations such as walking past
a pond where one notices a per-
son about to drown, in which case
one has a duty either to save the
person or to call for help imme-
diately.

Although the duty of rescue as
a moral obligation applies at the
very least to emergencies, non-
emergencies may also satisfy the
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conditions of seriousness and sus-
ceptibility to remediation by indi-
vidual action, so that what is meant
by “rescue” extends to other situa-
tions that may present themselves,
most obviously through direct per-
sonal contact, in which one can
easily prevent something very bad
from happening? As an example
of how the duty of rescue applies to
researchers working in developing-
country settings, Richardson and
Belsky cited the provision of
deworming drugs to children at risk
for malnutrition (assuming the local
system cannot provide them).* Al-
though risk of malnutrition caused
by helminthic burden is not an
emergency in the way that drown-
ing is, it is a candidate need for the
duty of rescue, because it is a seri-
ous condition that can be remedi-
ated by safe, effective, and inex-
pensive individual action.

The range of candidate needs
for the duty of rescue tends to be
expansive in CBPHI research. In
the course of planning research
operations, the study team lead-
ership can predict with near cer-
tainty that research activities will
routinely bring study workers into
contact with persons who have
pressing needs.

Neonatal survival studies such
as NNWS are often designed to
enroll pregnant women in ad-
vance, so that workers can prepare
to administer the study interven-
tion to each newborn as soon as
possible after birth. The activity
of recruiting pregnant women
heightens the salience of women’s
unmet antenatal needs, such as un-
dernutrition and lack of basic in-
formation about hygienic delivery.

Given such needs, investigators’
knowledge of the relevant

evidence base makes them pro-
spectively aware of likely oppor-
tunities to offer proven preventive
or therapeutic interventions, es-
pecially when government policies
and programs are absent or still
under development in the host
country. Where investigators have
a history of working with a partic-
ular host population, they may
also know that certain character-
istics of the population meet crite-
ria set by the World Health Or-
ganization for the provision of
interventions. For instance,
NNWS investigators would have
been aware that the high preva-
lence of hookworm (estimated at
75%) would render pregnant
women in the study population
eligible for the World Health Or-
ganization’s recommended pre-
sumptive treatment with albenda-
zole, a deworming agent.'>"'*
Moreover, investigators might
themselves have evaluated inter-
ventions in the same location in
the past and found them to be
efficacious under local conditions,
as investigators in the NNWS team
had indeed previously found for
weekly vitamin A supplementa-
tion during pregnancy.'® Finally,
it could be foreseen that study
workers delivering the intervention
and collecting data would encoun-
ter common treatable morbidities
among newborns.

Duty to Rescue

With respect to a given candi-
date need, what makes a particular
individual or organized group
of individuals, such as the in-
vestigators and field directors
leading a CBPHI study team, an
appropriate bearer of a duty of
rescue? Relevant factors include
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(1) possession of expertise suffi-
cient to meet the need safely and
effectively, (2) ability to apply that
expertise without incurring inor-
dinate costs, (3) absence of other
individuals or organizations able
to meet the need (e.g., the local
health system), and (4) freedom
from competing obligations that
preclude taking the action other-
wise called for.

Relevant competing obligations
include the duty to consider other
claims on limited resources, to
protect local health system integ-
rity, and—arguably most impor-
tant—to avoid compromising the
study’s data and outcomes. A nec-
essary condition for the ethical
justification of health research with
human subjects is the study team’s
ongoing fulfillment of the obliga-
tion to produce high-quality, scien-
tifically valid results.'® Without this
obligation, the study team would
have no justification to interact with
the study population in the ways
expected to bring workers into
contact with unmet health needs.

The candidate needs for which
the study team as an organization
can actually bear a duty of rescue
are often limited by the opera-
tional demands of CBPHI re-
search. Subjects are routinely in
contact not with physicians or
other highly skilled personnel but
with local study workers who have
no formal training in health care.
Their training typically focuses on
making home visits, obtaining in-
formed consent, delivering study
interventions, and collecting data.
The NNWS workers, for instance,
were secondary school graduates at
most and had some study-specific
training in data collection and rec-
ognition of basic signs of morbidity.
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Efforts to offer ancillary inter-
ventions to all subjects require
systematically training and equip-
ping such workers, typically by the
hundreds. These efforts must not
tax the workers’ ability to carry
out their primary research-related
assignments, which they are obli-
gated to fulfill as agents of the
study team. Strictly speaking, it is
primarily the study team leader-
ship—the investigators and field
directors—who can be said to
possess the relevant expertise,
which includes knowing how to
add safe, effective, and relatively
simple care delivery components to
study workers’ routine activities.

The candidate needs NNWS
researchers had to consider in-
cluded the health risks their preg-
nant participants faced, such as
lack of secure access to a nutri-
tious diet and the likelihood that
they would give birth at home in
incompletely hygienic environ-
ments. It was far beyond the
technical capacity and the
acceptable social role of NNWS to
offer a full nutritious diet to more
than 17 000 pregnant women. A
wholesale attempt to reorganize
families’ home environments to
promote better hygiene would
have been not only infeasible but
also insulting and intrusive.

Instead, the risks identified
could be more feasibly and ac-
ceptably reduced by means of
simple interventions that were al-
ready intermittently available
through the local health system
but unlikely to reach most of the
population unless provided di-
rectly by the study team. Thus, at
recruitment all pregnant women
were offered the following pre-
ventive interventions: vitamin A
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and iron—folic acid supplements;
tetanus immunization, if indicated
by their immunization history;
education on antenatal nutrition,
hygienic delivery, and neonatal
care; and a clean-birthing kit, in-
cluding a plastic sheet, soap for
hand washing by a birth attendant,
a clean blade to cut the umbilical
cord, and cord ties.

In response to the need for
deworming, as recommended by
the World Health Organization for
settings with a high prevalence of
hookworm, NNWS offered pre-
sumptive treatment with albenda-
zole to all pregnant women.">'* This
intervention was both curative (re-
ducing pregnant women’s helmin-
thic burden) and preventive (re-
ducing the risk of low birth weight).

Did the universal provision of
these ancillary interventions com-
promise the NNWS researchers’
ability to meet their obligation to
answer the original scientific
question of interest? By improving
pregnant women’s health status
and health knowledge, these an-
cillary interventions might have
reduced neonatal mortality—the
primary scientific outcome mea-
sure—in the population overall. Of
course, that is precisely why such
interventions are included in na-
tional or global policy recommen-
dations for antenatal and newborn
care. However, because both
allocation groups in NNWS had
equal access to these ancillary in-
terventions, their provision did not
confound the researchers’ ability
to answer the scientific question. It
did, however, require a priori rec-
ognition that the scientific ques-
tion about efficacy concerned the
additional effect of chlorhexidine
cleansing beyond whatever

benefit might have resulted from
this basic set of antenatal interven-
tions.

For newborn care, by contrast,
the study team’s operational ca-
pacity to bear a duty of rescue for
anticipated candidate needs was
severely limited. For the prepon-
derance of common morbidities
encountered while delivering the
study intervention and collecting
data in the homes of newborns,
individual study workers were not
clinically qualified to provide the
needed care safely and effectively.
Nor did the study team as an
organization command the re-
sources to import or train skilled
personnel in sufficient numbers.
As is the case for most CBPHI
studies, it was ex hypothesi not
feasible for NNWS to muster local
physicians, nurses, or other highly
skilled personnel to provide ad-
vanced newborn care to the entire
study population. The expected
long-term absence of highly qual-
ified providers and advanced
clinical facilities in the local health
system is precisely what necessitates
the evaluation of low-tech inter-
ventions through CBPHI research.

Lacking the requisite clinical
training, NNWS study workers
were not authorized to provide
specific care for newborns. In-
stead, they were enabled to pro-
vide basic advice on essential
newborn care, messages that they
reiterated throughout their home
visits. They also provided a baby
blanket to help prevent hypother-
mia. Upon noting certain signs and
symptoms requiring skilled care,
study workers referred newborns
to the nearest subhealth post,
health post, or health center. In
general, however, compliance with
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referral recommendations was
expected to be low, in part because
of families’ unfavorable percep-
tions of the adequacy of care that
could be expected from the local
health facilities. The public pe-
ripheral health system in rural
Nepal is marked by poor geo-
graphical coverage, inconsistent
and limited availability of supplies,
and a shortage of personnel in
general or lack of skills to address
newborn health needs. The sad
reality, then, was that for many
cases of treatable newborn mor-
bidity observed by NNWS study
workers, there was little help
available from any quarter.
Finally, how does the duty of
rescue apply to ad hoc needs (e.g,,
infection, birth defects requiring
corrective surgery, injuries, lack of
sanitation and clean water) that
CBPHI study workers encounter
among subjects and nonsubjects in
the community? Here, because of
probable lack of technical capacity
and the obligations of study
workers to meet their research
responsibilities, we recommend
a default policy of fostering re-
lationships with representatives of
local agencies and nongovern-
mental organizations, who may be
better able to offer needed help
and who equally share the duty of
rescue once the situations of peo-
ple in serious need are brought to
their attention. For example, the
NNWS study team leadership
identified infants with cleft lip
(whether subjects or nonsubjects)
and arranged for Operation Smile
to hold surgery camps in the study
area. Exceptions to the default
policy would be triggered by
acutely life-threatening emergen-
cies (e.g,, snakebite, near

‘ GOVERNMENT, POLITICS, AND LAW

drowning, or road traffic injury,
when help can be rendered by
actions such as providing trans-
portation to local health facilities),
for which the duty of rescue might
override day-to-day study respon-
sibilities.

CONCLUSION

Our aim was to consider how the
duty of rescue can help to guide
decision making about the provi-
sion of ancillary care in the context
of CBPHI research. Our proposal
was primarily intended to stimu-
late further examination of the
duty of rescue as a type of moral
obligation that has been undera-
nalyzed in the ancillary care dis-
cussion. The proposed 2-step se-
quence of questions is not meant to
deliver a definitive answer about
what is ethically required in any
particular case. Rather, at best, it
could help researchers to identify
specific candidate ancillary care
needs for which it would make
sense to recognize a duty of rescue.
This leaves open the possibility
that many specific needs may be
thus identified, so that the study
team is not able to respond to all of
them, in which case it remains
necessary to deliberate further,
appealing to additional consider-
ations to give some needs higher
priority than others.

It is also important to note that
ethically relevant countervailing
considerations, such as cost, sci-
entific validity, and local health
system integrity, are appropriately
weighed within the 2-step se-
quence (at step 2) in the form of
competing obligations that would
preclude the action otherwise
called for. Ideally, then, the
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proposed sequence or a similar set
of questions focusing on the duty
of rescue would be used in

a broader decision-making context
that includes researchers’ other
obligations and practical concerns.

Further conceptual work is
needed to develop more compre-
hensive ethical guidelines, and
further empirical work is needed
to document the relevant experi-
ences of researchers, communities,
and other stakeholders.® For ex-
ample, future empirical work could
seek to identify and compare the
ancillary care decision making
challenges confronted by investiga-
tors who conduct research in de-
veloping countries and by investi-
gators who conduct research in
impoverished communities in de-
veloped countries.

Further conceptual and empiri-
cal studies are also needed to
identify and avoid potential ad-
verse consequences of a more ex-
plicit, systematic recognition of
ancillary care obligations, such as
increased burdens on researchers
based in developing countries or
disincentives for sponsors to fund
research on conditions that afflict
the poorest populations.®m
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The Impact of Food Prices on Consumption: A Systematic Review
of Research on the Price Elasticity of Demand for Food

| Tatiana Andreyeva, PhD, Michael W. Long, MPH, and Kelly D. Brownell, PhD

In light of proposals to im-
prove diets by shifting food
prices, it is important to un-
derstand how price changes
affect demand for various
foods.

We reviewed 160 studies on
the price elasticity of demand
for major food categories to
assess mean elasticities by
food category and variations
in estimates by study design.
Price elasticities for foods
and nonalcoholic beverages
ranged from 0.27 to 0.81 (ab-
solute values), with food away
from home, soft drinks, juice,
and meats being most respon-
sive to price changes (0.7-
0.8). As an example, a 10%
increase in soft drink prices
should reduce consumption by
8% to 10%.

Studies estimating price ef-
fects on substitutions from
unhealthy to healthy food and

price responsiveness among
at-risk populations are par-
ticularly needed. (Am J Public
Health. 2010;100:216-222. doi:
10.2105/AJPH.2008.151415)

THE INCREASING BURDEN OF
diet-related chronic diseases has
prompted policymakers and re-
searchers to explore broad-based
approaches to improving diets.**
One way to address the issue is to
change the relative prices of se-
lected foods through carefully
designed tax or subsidy policies.
The potential of price changes to
improve food choices is evident
from growing research on how
relative food prices affect dietary
quality and obesity, particularly
among young people, lower in-
come populations, and those most
at risk for obesity.> Experience
from tobacco tax regulation further
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underscores the power of price

changes to influence purchasing
behavior and, ultimately, public
health*

Experimental research in both
laboratory and intervention set-
tings shows that lowering the price
of healthier foods and raising the
price of less healthy alternatives
shift purchases toward healthier
food options.>™® Although these
studies demonstrate price effects
in specific, isolated settings or
on 1 or 2 individual product
changes, to our knowledge, the
expected effects of broader food
price changes have not been sys-
tematically reviewed. Such infor-
mation would be helpful in de-
signing policies that change the
relative food and beverage prices
paid by all or many consumers.

Relatively small-scale, cost-neu-
tral approaches to improving

nutrition in vulnerable popula-
tions include the 2009 changes in
the Special Supplemental Nutri-
tion Program for Women, Infants,
and Children (WIC) food pack-
ages; whole grains, fruits and veg-
etables, and soy-based milk alter-
natives were added to these
packages, indirectly subsidizing
healthy foods for WIC partici-
pants.” Another larger scale ap-
proach is to change prices directly
through taxing products such as

sugar-sweetened beverages"'”

or
subsidizing healthier foods (e.g,

a refund on the costs of fruits and
vegetables to Supplemental Nutri-
tion Assistance Program partici-
pants)."! Some states already tax soft
drinks and snacks at higher rates
than other foods, but thus far taxes
have been small and designed to
generate revenue rather than influ-
ence consumption.'?
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